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MNpepucnosue

1 NOArOTOBJ/IEH O6LecTBOM C OrpaHUYeHHO OTBETCTBEHHOCTLI0 «MeaTexcrtaHgapT» (OO0 «Meg-
TexcTaHAapT») Ha OCHOBE COOGCTBEHHOr0 ayTEHTUYHOrO MepeBoAa Ha PYCCKUIA A3blK MEXAYHapO4HOr0 CTaH-
[apTa. yKasaHHOro B MyHkTe 4

2 BHECEH TexHunyeckum komuteToM Mo ctaHgapTtusaumym TK 011 «AnnapaTbl u o6opygoBaHune ans
Ny4YeBOli ANarHoCTUKK, Tepanun 1 Ao3uMeTpumn»

3 YTBEP)XJEH N BBEJEH B ,EI,EI7ICTBI/IE Mprkaszom ®efepanbHOro areHTCTBa No TeXHUYECKOMY pe-
rynnpoBaHuio n metposorum ot 29 nona 2015 r. Ne 1022-ct

4 HacTtosAwumii cTaHAapT UAeHTUYeH MexayHapogHomy ctaHgapTy MCO 80601-2-55:2011 «W3penus
MeAMnuMHCKUe anekTpudeckne. YacTb 2-55. YacTHble TpeboBaHna 6€30NacHOCTU C YYETOM OCHOBHbIX (DYHK-
LIMOHANbHbIX XapakTepUCTUK K MOHUTOPaM AbixaTesibHbiX cMecei» (ISO 80601-2-55:2011 «Medical electrical
equipment — Part 2-55: Particular requirements for the basic safety and essential performance of respiratory
gas monitorors»).

Mpn NpMMEHeHNN HaCTOALLEro cTaHJapTa PeKOMeHyeTCa NCNoNb30BaTb BMECTO CCbINIOYHbIX MEXAYHa-
POAHBIX CTaH4APTOB COOTBETCTBYIOLLME UM HaLMOHaNbHbIE CTaHAapTbl Poccuiickoli degepaunm, cBefeHns o
KOTOpPbIX NpuBEAEHbI B fOMNOTHUTENLHOM MpUIoxXeHun JA

5 BBEJEH BIMEPBbIE

MpaBuna npvMeHeHWs HacToswero ctaHgaprta ycraHosneHol B FTOCT P 1.0—2012 (pa3ben 8).
WHopmauus 06 nsmeHeHnAX K HacToawemMy cTaHgapTy ny6aukyeTca B exerogHom (Mo COCTOSHMIO Ha
1 AHBapA TeKyl, ero roga) MHPOpPMaLMOHHOM yKa3aTene «HauuoHasbHble CTaHAapThl». a opuunanbHbIi
TEKCT M3MEHEHWA 1 MONPaBoOK — € eXeMecsiYHOM MHCOPMaLUMOHHOM yka3aTene «HaunoHaslbHbl0 CTaH-
JapTbi». B cnyyae nepecmoTpa (3aMeHbl) WM OTMEHbl HacTosAlW ero cTaHgapTa cooTBeTCcTByU ee
yBeflomneHne 6yaeT onyb6avMKoBaHo B 65mxaliliem BbiNycke eXeMecAa4yHoro MHMOopPMaLMOHHOIo ykasaTens
«HauunoHanbHble cTaHAapTbl». COOTBETCTBYO LW aa uHopmaums, ysejoMneHme nTeKCcTol pasMmeLarT-
cA Takxe B MHChOpMaUVOHHOW cucTeMe o6LLero nonb3oBaHna — Ha oduunanbHoOM caiiTe ®efepanbHOro
areHTCTBa N0 TEXHUYECKOMY PEryiMpoBaHunio 1 MeTponoruu B cetn MHTepHeT (Www.gost.ru)

© CraHgapTuHdgopm. 2016

HacTtoswuii cTaHfapT He MOXeT GbITb MOTHOCTLIO UK YACTUYHO BOCNPOM3BEAEH, TUPAXMPOBaH U pac-
MPOCTPaHEH B KAUeCTBE OYULMANILHOTO N3aaHus 6e3 paspelleHnst defepanbHOro areHTcTBa No TeXHNYecKo-
My peryanpoBaHuio U MeTposiorumn
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BeBepeHune

MexgayHapoaHas opraHusauus no ctaHgaptusaumm (MCO) aBnsetca BecemupHoil hepepaumeii Hauuo-
HanbHbIX OpraHn3ayunin no ctaHgapTusauun (kommtetoB — yneHos ICO). PaspaboTka MexayHapoaHbIX CTaH-
[apToB 06bIYHO OCyLLecTBAseTCA TexHnyeckummn komutetamm NCO. Kaxaplii KOMUTET-UYNEH, 3aUHTEPECOBaH-
Hblii B AeATeNbHOCTW, KOTOPOW 3aHMMaeTCst TEXHWYECKWI KOMUTET, UMeeT npaBo ObiTb NPeACTaBNEHHbIM B
3TOM KomuTeTe. MexayHapofHble NpaBuUTENIbCTBEHHbIE W HEMPABUTE/ILCTBEHHbIE OpraHusauun, umeroline
cBA3n ¢ MICO. Takke NPUHMMAIOT yyacTve B ee feAaTenlbHoCTU. OTHOCWUTENIbHO CTaHjapTusauum B obnactu
3aneKkTpoTexHukn NCO paboTaeT B TECHOM COTPyAHMYeCTBE ¢ MexayHapoAHOW 31eKTPOTEXHUYECKON KoMKC-
cuein (M3IK).

MpoekTbl MeXAyHapoAHbIX CTaHAapToB paspabaTtbiBaldT B COOTBETCTBMM C Npasunamu [upekTus
MNCO/M3K. yacTtb 2.

OcHOBHas 3afiaya TEXHUYECKUX KOMUTETOB 3aK/lo4aeTcs B MOAroTOBKE MeXAyHapoAHbIX CTaHAapToB.
MpoekTbl MexAyHapoAHbIX CTaHAAPTOB, MPUHATbIE TEXHUYECKUMW KOMWTETaMU, PacChiialoTCcsa KoMuTeTam-
yfieHaM Ha rosiocosaHve. Vx ony6/MkoBaHue B kavyecTBe MexAyHapoAHbIX CTaHAapToB TpebyeT ofobpeHuns
He MeHee 75 % KOMUTETOB-Y/IEHOB, MPUHUMAIOLLMX yYacTue B roslocCoBaHun.

CnepflyeT UMeTb B BUAY, YTO HEKOTOpPbIE 3/1EMEHTbI HACTOALLEro ctaHjapTa MoryT 6biTb 06BEKTOM na-
TeHTHbIX npas. ICO He MOXeT HeCTU OTBETCTBEHHOCTb 3a WAEHTUMKALUIO OJHOr0 WAM BCEX NATEHTHbIX
npas.

HacToswwii ctaHgapT 6611 nogrotoBneH TexHuyeckum komutetom NCO/TC 121 «M3penns gns aHecTe-
311 1 MeNLMHCKME AblxaTesibHble annapatbl». MogkomuteTom SC 1 «YCTpOCTBa A5 AblXaHUSA Y HAPKO3HbIE
annapartbl» 1 TexHnyeckum kommteTom MIK/TC 62 «M3genna meanuuHCKMe aNeKTpudeckme B MegULMHCKOW
npakTuke». Mogkommtetom SC 62D «M3aenns MeanuuHCKNE 3N1EeKTPUYECKNE.

HacTosiwmii cTaHgapT OTMEHsieT 1 3ameHsieT BTopoe usgaHne VCO 21647 n NCO 21647/Cor. 1. Ha-
CTOALMIA CTAHAAPT OCHOBAH Ha He3HauMTeNIbHOM TEXHUYECKOM NepecMoTpe W COrnacoBaHun ¢ TPeTbUM U3-
JaHnem M3K 60601-1.

MCO 80601 cocTouT 13 ceayoLnx YactTeil nog o6wmm 3aro/ioBkoM «3aenns MeguumnHcKue anekTpu-
yeckune»:

- YacTb 2-12. YacTHble TpeboBaHMA 6€30NacHOCTN C YyH4ETOM OCHOBHbIX (DYHKLMOHA/bHbIX XapakTepu-
CTUK annaparoB UCKYCCTBEHHOW BEHTUAALMUN NErknxX ANA WHTEHCUBHON Tepanuu.

- YacTb 2-13. YacTHble TpeboBaHnss 6€30NacHOCTA C y4EeTOM OCHOBHbIX (DYHKLMOHA/NbHbIX XapakTepu-
CTUK aHEeCTe3100rMYECKNX KOMM/IEKCOB.

- YacTtb 2-55. YacTHble TpeboBaHMsA 6€30MacHOCTU C y4eTOM OCHOBHbIX (DYHKLMOHA/IbHbIX XapakTepu-
CTUK MOHUTOPOB AbIXaTesIbHbIX ra3os.

- YacTb 2-56. YacTHble TpeboBaHMA 6€30NacHOCTN C y4ETOM OCHOBHbIX (DYHKLMOHA/bHbIX XapakTepu-
CTUK MEAULMHCKUX TEPMOMETPOB [/18 U3MEPEHUsA TemnepaTypbl Tena.

- YacTb 2-61. YacTHble TpeboBaHnss 6€30NacHOCTN C yH4ETOM OCHOBHbIX (DYHKLMOHA/bHbIX XapakTepu-
CTUK My/IbCOKCUMETPOB.

M3K 80601-2-30 «YacTHble TpeboBaHusa 6€30NacHOCTU C YH4ETOM OCHOBHbIX (DYHKLMOHA/bHbIX Xa-
pakTepucTuk cpurmomaHomeTpoB», M3K 80601-2-35 «YacTHble TpeboBaHMss 6€30MacHOCTU C y4eToM
OCHOBHbIX (PYHKUMOHANbHBIX XapakTepuCcTMUK NOKpbIBas, NOAYLIEK AW maTpaues, npegHasHavyeHHbIX gns
HarpeBsa, MeguLUHCKOro HasHavyeHnsa». M3K 80601-2-58 «YacTHble TpeboBaHMA 6€30MacHOCTU C y4eToM
OCHOBHbIX (DYHKLMOHAaNbHbIX XapakTepucTuk u3genuin Ana yhaneHvus SIMH3 U BUTPIKTOMUKM B odpTasb-
Mosiornyeckon xupyprum». M3K 80601-2-59 «YacTHble TpeboBaHUA 6€30NacHOCTU C YY4EeTOM OCHOBHbIX
MYHKLMOHA/bHbIX XapaKkTepucTUK CKPUHUHIOBBLIX TepmMorpadoB A1 CKPUHUHIOBOrO onpejeneHnsa ge-
6punbHO/ TemnepaTtypbl Tena 4venoBeka» M M3K 80601-2-60 «YacTHble Tpeb6oBaHMA 6e30NacHOCTU C
Yy4eTOM OCHOBHbIX (DYHKLMOHANbHbIX XapakTepucTUK CTOMaTO/I0rMYeckoro o6opyAoBaHnsa» ny6amkyTcs
M3K.

B HacToALleM cTaHAapTe NPUMEHEHbI cnefyowme WpUQToBbIe BblAeeHNs:

- TpeboBaHuA 1 onpeaeneHns: NPAMoi LWpKudT;

- TeXHu4yeckune TpeboBaHUA K UCMbITAHUAM: KYpPCUB;

- VHbopMaUVOHHbIV MaTepuan BHe Tabnuu, Takol Kak npuMeYaHns, MpUMepsbl U CCbINKN: WPNRT YMEHb-
LUEHHOro pa3mepa. AHaNI0rMYHO Bblfe/IeH HOPMAaTMBHbIN TeKCT B Tabanuax;

- TEpMUHbI, onpefeneHHble B pasfene 3 OCHOBHOrO cTaHjapTta, B HaCTOsLEM YacTHOM CTaHAapTe uaun
BblAe/IEHHbIE: Masible NPOMUCHbLIE.
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OTHOCUKTE/IbHO CTPYKTYPbl HACTOALLLErO CTaHAapTa TEPMUH O3HaYaeT:

- «pasfen» — oAuH u3 17 npoHymepoBaHHbIX OTAEN0B B Npefenax cofepXxaHus, BkIoyas sce nofoT-
aenbl (HanpumMep, pasgen 7 Bk4vaeT nogpasgensl 7.1, 7.2 uT. 4.);

- «nogpasgen» — NpPoHyYMepoBaHHbIN nogoTaen pasaena (Hanpumep. 201.7.1, 201.7.2 n 201.7.2.1 —
370 nogpasgens! pasgena 201.7).

CcbInikv Ha pasfgefibl B npefjeniax HacToswero ctaHgapta npeasapalTcsa TePMUHOM «pasfen» c no-
cnefywowmMm Homepom pasfena. CCbkA Ha nogpasfesibl B pamkax HacTosiwero craHjaprta npeacras/ieHbl
TO/IbKO HOMEPOM.

B HacTosLeM cTaHAapTe CO03 «UNN» UCTO/b3YETCA Kak BKlovaloLee «uimn», T. e. yTBepxieHne BepHo
npu N060oi KOMGUHALMN YCIOBUIA.

[naronbHble hopmbl, NCMOMNb3yeMble B HACTOSLLEM CTaHAapTe, COOTBETCTBYIOT ONUCaHHbLIM B MPUIoXe-
Hun H AupektuBs MCO/M3K. yacTb 2. B paMkax HacTosiLiero ctaHgapta BCNoOMOraTe/bHbIi rnaron.

- «[0O/DKEH» 03Ha4aeT, YTO COOTBETCTBME TPe6OBaHMIO NN UCMbITAHWIO 06A3aTeNIbHO 415 COOTBETCTBUSA
HacTosLeMy cTaHaapTy;

- «cnepyeT» 03Ha4aeT, YTO COOTBETCTBME TPEOOBAHMIO UV UCTLITAHWIO XenaTesibHO, HO He oba3aTeslb-
HO A1 COOTBETCTBUS HacTosLWeMy CTaHaapTy,;

- «MOXEeT» UCMOoMb3yeTcs 41 ONUCaHNA BO3MOXHbIX CNOCO60B AOCTMXKEHUS COOTBETCTBMSA TpeboBaHM-
AM WIN UCTIbITAHUAM.

3Hak (*) nepe HaumeHOBaHMEM 3aronoBka WM B Havane absaua v 3aronoska Tabnuubl NokasbiBaerT,
4yTO B NpunoxeHnn AA npusefeHO PyKOBOACTBO WM 060CHOBaHWE, Kacaloleecs AaHHOro MnyHKTa.

O6pawaem BHMMaHNe KOMUTETOB-YHACTHUKOB WU HaLMOHA/bHbIX KOMUTETOB Ha T0. 4to MPOWN3BO4N-
TE/IWN n3genvii 1 opraHnsaumm, npoBoAsilLMe UCNbITaHNsA, MOTYT HYXAaTbCA B NepexoAHOM nepuoge nocne
ny6aunkauuyM HOBOW, AONOSIHEHHOW UM NepecMoTpeHHol nybnukaumm MCO unn M3K, B TeYeHne KoToporo
OHM NpMBeAyT NPOAYKTblI B COOTBETCTBME C HOBbIMU TPe6GOBaHUSAMM N CMOTYT OCHACTUTLCA AN NPOBEAeHUs
HOBbIX UM NEPECMOTPEHHbIX UCNbITaHNii. KOMUTET pekomMeHayeT, YToObl cofep)aHne HaCTOALWEro cTaHaap-
Ta aganTupoBasioch A1 06a3aTeIbHOro HaLuMoHaIbHOTO MPUMEHEHNS HE paHee YeM yepes Tpu roga nocne
nybnukaumm Ans Bnepsble pa3pabaTtbiBaeMbIX U3eNUii U He paHee YyeM yepes NATb NeT nocne nybavkaummn
ONS yXe Npoun3BOAALLMXCS U3LENNIA.
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HAUWOHANBbHBLINKN CTAHOAPT POCCUMUCKOW SGELEPALUMU

N3LENNA MEANUNHCKUE SNEKTPUYECKUE
YacTb 2-55

YacTHble Tpe6oBaHMA 6€30MacHOCTM C y4eTOM OCHOBHbIX (DYHKLMOHANbHbIX XapaKkTepucTuk
K MOHMUTOpaM fblXxaTe/ibHbIX cMecel

Medical electrical equipment. Part 2-55. Particular requirements for the basic safety
and essential performance of respiratory gas monitorors

fata eBegeHns — 2016—07—01

201.1 O6nacTb pacnpocTpaHeHus, uesb, 40NO/IHUTE bHbIE
N YyacTHble cTaHAapThl

MpumeHaoT MOK 60601-1, pa3gen 1, 3a UCK/IOYEHVEM CeayioLero:

201.1.11 'O6nacTb pacnpocTpaHeHus

3ameHa:

HacTosilwwmii ctaHgapT onpefensieT yacTHole Tpe6oBaHuss BESOMACHOCTU C YYETOM OCHOBHbIX
OYHKUNOHABHbIX XAPAKTEPUCTUK MOHUTOPOB AbIXATE/IbHbIX FA30OB (RESPIRATORY GAS
MONITOR. RGM) (aanee — ME U3AEJIVE), npeAHa3HayYeHHbIX 4715 NPOAOC/IHKUTENBHOIO peXxuma pa6oTsl ¢
nagymneHtTamn.

HacToswwii ctaHAapT ycTaHasnvBaeT TpeboBaHusA:

- K MOHUTOPWUHTY aHeCcTe3NpyoLL X rasos:

- MOHWUTOPWHTY ABYOKMCHU yriepoga (kanHoMeTpus);

- MOHWUTOPWHIY KOHLEeHTpauumn Kucaopoaa.

MpumeuaHne 1— RGM MoxeT 6biTb Kak oTAeNbHbIM ME U3AE/IMEM, Tak U BCTPOEHHbIM B fipyroe 060pyso-
BaHWe. Hanpumep, B aHeCTe3MOI0TMYECKUI KOMI/IEKC U/ annapaT UCKYCCTBEHHOW BEHTUNSALNN NIETKUX.

HacTtosauwwii ctaHaapT He npuMeHUM K RGM. npefHa3HauyeHHbIM A5 UCMO/b30BaHNS ¢ BOCM/IaMeHsIto-
LMMUCS aHECTE3VPYHIOLLIMMU rasamm.
Bonpocsl, kacatoLluecs okpyxatoleil cpefibl, pACCMOTPEHbI B MPUIOXEHUU BB.

MpumevaHune 2 — [loNONIHATESNIbHbIE BOMPOCHI, Kacalwwmecs HEraTMBHONO B/IMAHUA Ha OKpYyXaloLlylo cpegy,
paccmoTpeHnbl B UCO 14971 n M3K 60601-1-9.

Ecnn pasgen wan nogpasgen crneumnanbHO npefHasHayveH Ans npumMmeHeHns Ttonbko Kk ME U3AENNHO
nnu Toneko Kk ME CUCTEME, B Ha3BaHUW 1 COAEPXaHWUN aHHOMO pasfena Wiv nogpasaena aTo 6yaeT oroBo-
peHo. B NnpoTMBHOM cnyyae pasfen unu nogpasgen npuMmeHstoT kak K ME W3OENNIO, Tak n K ME CUCTEME.

OnacHocTu, XapakTepHble ANA NpefycMOTPeHHbIX (hU3nMonorndecknx dyHkumii ME VU3AENNNA van
ME CUCTEM, Bxogsawux B 061acTb NPUMEHEHUS HACTOALEro ctaHfapTa, He NOKPbIBAIOTCA YaCTHbIMU
TpeboBaHMAMK HACTOSALLEro 4acTHOro cTaHgapTa, 3a ucknwoyennem 7.2.13 n 8.4.1 OCHOBHOrO CTaHgapTa
(M3K 60601-1).

MpumevyaHne 3 — CM. Takke 4.2 OCHOBHOIO CTaHgapTa.

M3paHve oduynansHoe
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201.1.22 Uensb

3ameHa:

Llenbto HacTosLero YacTHOro ctaHgapTa sBAseTcs onpefefieHne YacTHbIX TpeboBaHWli GesonacHo-
ctn C YYETOM OCHOBHbIX (DYHKUMOHAsNbHbIX Xapaktepuctuk k ME U3AENMNAM (RGM). cOOTBETCTBYHOLLUX
201.3.210, n ux NPNHAONEXHOCTAM.

MpumeyaHne — TlpuHagnexHocTn BKIKOYEHbI B LeNb cTaHAapTa, Tak kak Kom6uHauns RGM u ero npunaa-
nexHocTeli A0/KHA OblTb 6e30nacHoi. MpuHagnexHocTn MOFYT 3HAUYNTE/IbHO B/IUSAATL HA OCHOBbLI 6e3onacHoOCTU n
OocHOBHble pa6oune xapaktepucTtukmu RGM.

201.1.33 [ononHuTesNbHbIE CTaHAapThI

[ononHeHne:

HacToswwmii yacTHbI CTaHAAPT CCblNaeTca Ha NPUMEHWMble AOMOSHUTENbHbIE CTaHAapThl, nepeync-
NeHHble B pasfefie 2 0CHOBHOTO cTaHAapTa v pasgene 201.2 HacTOSALLero YacTHOro cTaHjapTa.

M3K 60601-1-3 He NpPUMEHSIOT.

201.1.44 YacTHble cTaHfapThbl

Moppasgen 1.4 0CHOBHOIO CTaHAapTa 3aMeHsieTcs cneayoLwum:

B cepvn M3K 60601 yacTHble cTaHAAPTbI MOTYT M3MEHSTb, 3aMEHSATb UK UCKIOYaTb TpeboBaHus, coaepxa-
LiMecst B OCHOBHOM CTaHAapTe, Kak He06X0AMMO [i/151 KOHKPETHOro paccmatpmsaemoro ME U3AENNA, n nobasnstsb
apyrve Tpe6osaHus Kk OCHOBAM BE3OMACHOCTW 1 0CHOBHbIM dyHkumoHansHbeim XAPAKTEPUCTUKAM.

TpeboBaHNA YacTHOro cTaHgapTa MMeT npuopuTeT nepes TpeboBaHUAMY OCHOBHOTO CTaHAdapTa.

Ana kpatkoctm M3K 60601-1 B HacTosLWeM 4aCTHOM CTaHgapTe Ha3biBaeTCA OCHOBHbLIM CTaH4apPTOM,
CBAA3aHHble CTaHAapTbl — MO UX HOMepam.

Hymepauua pa3genos v nogpasfesnioB HaCTOALWEro YacTHOro cTaHAapTa CoOTBETCTBYeT Hymepauuu oc-
HOBHOrO cTaHgapTa ¢ npedukcom «201» (Hanpumep. 201.1 B faHHOM CTaHAapTe OTHOCUTCA K COAEPXUMOMY
pa3gena 1 0CHOBHOro cTaHAapTa) Uan NPMMEHMMOrO CBA3aHHOIO cTaHapTa ¢ npedykcoM «20x», rae X — 310
nocnepgHuii(e) cumsos(bl) HOMepa CBsI3aHHOTo cTaHAapTa (Hanpumep. 202.4 B HACTOSILLEM YAacTHOM CTaHaap-
Te OTHOCUTCH K COAepXUMOoMy pasjena 4 ceA3aHHoro ctaHgapta M3K 60601-1-2, 206.4 — K cogepxnmMmomy
pasgena 4 cBazaHHoOro ctaHgapta M3K 60601-1-6 n T. 4.).

Mi3MeHeH/a B TeKCTe OCHOBHOrO CTaHAapTa O3HavaloT cnejytoLlee:

- «3amMeHa» — pasfenl unn nogpasaen 0CHOBHOMo cTaHgapTa Uan NPUMEHUMOro CBA3aHHOro cTaHaapTa
MOJTHOCTbIO 3aMEeHAEeTCs TEKCTOM HaCTOSILLLEro YacTHOro cTaHaapTa,;

- «[l0NOSIHEHME» — TEKCT HaCTOALLEro YacTHOro cTaHfapTa AonofnHseT TpeboBaHMA OCHOBHOMO CTaH-
fapTa v npuMeHMMOro CBsA3aHHOro ctaHjapTa,;

- «nonpasKa» — pasfen Wan nofpasfesl OCHOBHOIO cTaHgapTta WM MPUMEHUMOTO CBA3aHHOTO CTaH-
[apTa U3MEHSAETCH, Kak yka3aHo B HacCTOALLEM YaCTHOM CTaHAapTe.

MoApasfenbl NN pUCYHKW, KOTopble f06aBAAIOTCA K MMEILWMMCA B OCHOBHOM cTaHjapTte, HyMepyroTcs
HaunHas ¢ 201.101. lononHUTENbHbIE MPUNOXEHNS 0603HaYeHbl AA. BB 1 T. . 1 AONONHUTE bHbIE MYHKTbI aa),
bb) T 4.

Mopgpasaensl v pUCYHKN, KOTopble f06aBNSAI0TCA K UMEIOLWMUMCS B CBA3AHHOM CTaHfapTe, HyMepyloT-
€A HaunHas ¢ 20x. rae «x» — 3T0 HOMEpP CBA3AaHHOro cTaHgapTa, Hanpumep 202 — ana M3K 60601-1-2. 203 —
ans M3K 60601-1-3 nT. 4.

TepMWH «HacTOALWMIA CTaHAapT» UCMOMb3YIOT 4719 COBMECTHOW CCbI/IKM HA OCHOBHOW CTaHAapT, Nobble
NPUMEHNMbIE CBA3aHHbIE CTaHAAPTbI U HACTOALLMI YacTHbIN CTaHaapT.

Ecnu B 4acTHOM cneumanbHOM CTaHAapTe HeT COOTBETCTBYHLLEN yacTu, pasgena wunu nogpasgena,
YyacTb, pasfen uiun nogpasfen OCHOBHOMO cTaHgapTa Wan NPUMEHMMOrO CBA3AHHOTO cTaHgapTa NpUMeHsoT
6e3 N3MeHeHUIA, XOTA OHW MOTYT GbITb HE NOAXOAALLMMU; eCI He06X0AMMO, YTOBbI Nlobas YacTb OCHOBHOTO
cTaHfjapTa uan NPUMEHMMOro CBA3AHHOIO CTaHAapTa He NMPUMEHSANNCH, XOTS OHW MOTYT 6biTb MNOAXOAALMMN,
B HaCTOALLEM YaCTHOM CTaHAapTe NPMBEAEHO ykasaHue Ha 3To JeicTeue.

201.2 HopmaTtuBHbIE CChIIKN

B HacToslLieM cTaHAapTe UCMob30BaHbl HOPMATKBHbIE CCbIIKM Ha CrieAylowme cTaHaapTol. Ansa fgatu-
POBAHHbIX CCbI/IOK MPUMEHSIIOT TO/ILKO YKa3aHHble U3faHus. s He4ATUPOBAHHbLIX CCbI/IOK NMPUMEHSIOT ca-
Mble NocnefHve u3faHus (BkItouas nio6ble U3MEeHEHUs! 1 NonpaBKu):
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MpumeHsaoT M3K 60601-1. pa3gen 2. 3a UCKNHOYEHNEM CriefytoLero:

3ameHa:

M3K 60601-1-2:2007 M3genns MeguunHCKue anektpuyeckne. Yactb 1-2. O6uwune TpeboBaHns 6e3onac-
HOCTM C Y4E€TOM OCHOBHbIX (DYHKLMOHAMbHbIX XapakTepucTuK. JONoNHUTENbHbIA cTaHaapT: S/1eKTPOMarHuT-
Has coBMecTMMOCTb — TpeboBaHus U MeToAbl ucnoitaHuii (IEC 60601-1-2:2007. Medical electrical equip-
ment — Part 1-2: General requirements for basic safety and essential performance — Collateral Standard:
Electromagnetic compatibility — Requirements and tests)

M3K 60601-1-6:2010 W3genua meauumHckue anektpuyeckne. Yactb 1-6. O6wme TpeboBaHuA 6esonac-
HOCTW C Y4ETOM OCHOBHbIX (PYHKLMOHANbHBIX XapakTepucTuK. [ONOAHUTENbHbIA CTaHAapT: DKCnayaTaumoH-
Hasa npurogHocTb (IEC 60601-1-6:2010, Medical electrical equipment — Part 1—6: General requirements for
basic safety and essential performance — Collateral standard: Usability)

M3K 60601-1-8:2006 V13genus meguumHckme anekTpuyeckue. Yactb 1—8. O6wume TpeboBaHmsa 6e3onac-
HOCTU C y4ETOM OCHOBHbIX OYHKLMOHAbHBIX XapakTepucTuk. lononHnTeNbHbI cTangapT: O6Lwme TpeboBaHus,
UCNbITAHUA 1 PYKOBOAALLME YKa3aHNA N0 NPUMEHEHNIO CUCTEM CUFHAIN3aLMN MeAULMHCKNX 3NEKTPUYECKNX 13-
Aenuii n meanumHcKmx anekTpuyecknx cuctem (TOCT P M3K 60601-1-8—2011) (IEC 60601-1-8:2006. Medical
electrical equipment — Part 1-8: General requirements for basic safety and essential performance — Collateral
Standard: General requirements, tests and guidance for alarm systems in medical electrical equipment and
medical electrical systems)

[ononHeHune:

MNCO 7000:2004 pacuueckme CMMBO/IbI, HAHOCUMbIE Ha 060pyaoBaHue. MNMepeyeHb 1 cBoAHasA Tabnuua
(ISO 7000:2004, Graphical symbols for use on equipment — Index and synopsis)

NCO 7010:2011 CumBonbl rpachuyeckme. Liseta n 3Hakm 6e3onacHocTU. 3aperncTpmpoBaHHble 3Haku 6e3-
onacHocTtu (ISO 7010:2011. Graphical symbols — Safety colours and safety signs — Registered safety signs)

NCO 14937 CTtepunusaymsa MeguumMHCKon npoaykummn. O6wme TpeboBaHmsa K onpeaeneHno XxapakTepu-
CTUK CTEPUM3YIOLLErO areHTa u K paspaboTtke, Banujauumn 1 TekylemMy KOHTPO/Io npoLuecca cTepuamsaumm
mMepuumnHckux nsgenuii (TOCT P UCO 14937—2012) (ISO 14937, Sterilization of health care products —
General requirements for characterization of a sterilizing agent and the development, validation and routine
control of a sterilization process for medical devices)

MCO 15223-1:— O V3pgenusa meauumHckue. CUMBOLI, NPUMEHAEMbIe NPU MapKUpoBKe Ha MeauLUH-
CKUX M3fenusax, aTUKeTKax 1 B COMPOBOAUTENIbHOM AokyMmeHTauun. Yacte 1. O6wue TpebosaHus. JononHe-
Hve 1:2008 (TOCT P NCO 15223-1—2010) (ISO 15223-1:—1), Medical devices — Symbols to be used with
medical device labels, labelling and information to be supplied — Part 1: General requirement Amendment
1:2008)

NCO 17664 CTtepwunusaums MeguUMHCKMX u3genuit. WHdopmauusa, npefgoctaBnsemas W3roToBuTe-
nem ans obpaboTky MOBTOPHO CTEPUNN3YEMbIX MeAuuuHckmux nsgenuii (FTOCT P MCO 17664—2012) (ISO
17664. Sterilization of medical devices — Information to be provided by the manufacturer for the processing
of resterilizable medical devices)

NCO 80369-1:2010 CoeanHUTENN MasIOro AvameTpa A5 XUAKOCTEN 1 ra3oB B MeAULMHCKUX YCTPOIA-
ctBax. Yactb 1. O6wme TpeboBaHusa (ISO 80369-1:2010. Small-bore connectors for liquids and gases in
healthcare applications — Part 1: General requirements)

MCO/M3K 80601-2-13:20112>W3nenms MeguumHekmie anekTpudeckune. YacTb 2-13. YacTHble TpeboBaHus
6e30MacHOCTM C Y4ETOM OCHOBHbIX (DYHKLIMOHa/IbHbIX XapakTepuUCcTUK K aHecTe3anonornyeckum komnnekcam (FTOCT
P NCO 80601-2-13-2013 pgeiicteyeT ¢ 01.01.2015 r.) (ISO/AEC 80601-2-13:2011, Medical electrical equipment —
Part 2-13: Particular requirements for basic safety and essential performance of an anaesthetic workstation)

M3K 60068-2-27:2008 VicnbiTaHns Ha BO34eiCTBUE BHELWHNX hakTopoB. YacTb 2-27. WcnbiTaHus. Vc-
nbiTaHne Ea u pykosogcteo. Yaap (IEC 60068-2-27:2008, Environmental testing — Part 2-27: Tests — Test
Ea and guidance: Shock)

M3K 60068-2-31:2008 W/cnbiTaHns Ha BO34eCTBME OKpyXXatowein cpedbl. Yactb 2-31. cnbiTanus. Vc-
nbiTaHne Ec. Yaapbl npu HebpexHoM obpalleHnmn, B NepBylo ovepesb A8 TUNOBbIX 06pasLos 060pyA0BaHNS
(IEC 60068-2-31:2008. Environmental testing — Part 2-31: Tests — Test Ec: Rough handling shocks, primarily
for equipment type specimens)

My6nukyeTcs.
2>0TmeHsieT 1 3ameHaeT NCO 8835-2:2007. MCO 8835-3:2007. NCO 883504:2004. NCO 8835-5:2004 un

M3K 6-6-1-2-13:2003.
3
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MQ3K 60068-2-64:2008 VcnbiTaHnsi Ha BO34eNCTBME OKpyXatoLein cpelbl. YacTb 2-64. MeToabl UcnbiTa-
HuA. WcnbiTaHue Fh. CnyyaliHbie konebaHus B LUMPOKOM Auana3oHe v pykoBoacTso [IEC 60529:2011 Crene-
HW 3awuThl, 06ecneynsaemble koprnycom (IP kop)]

Monpaska 1:2003

Monpaska 2:2007

Monpaska 3:2009 IEC 60068-2-64:2008. Environmental testing — Part 2-64: Test methods — Test Fh: Vibra-
tion. broad band random and guidance. IEC 60529:2001, Degrees of protection provided by enclosures (IP code)

Corrigendum 1:2003

Corrigendum 2:2007

Corrigendum 3:2009

M3K 60601-1-9:2007 N3genns meauumnHckue anektTpudyeckne. Yactb 1-9. O6wume TpeboBaHns 6e3onac-
HOCTM C Y4ETOM OCHOBHbIX (DYHKLMOHA/IbHbIX XapakTepucTuk. JononHUTeNbHbIV cTaHgapT. Tpe6oBaHuUs Kk Npo-
eKTUpOBaHu0 C yyeToM TpeboBaHuii okpyxatwweli cpegpl (IEC 60601-1-9:2007, Medical electrical equip-
ment — Part 1-9: General requirements for basic safety and essential performance — Collateral Standard:
Requirements for environmentally conscious design)

M3K 60601-1-10:2007 WV3genus meguumnHckue anektpuyeckne. Yactb 1-10. O6uwume TpeboBaHua 6es-
OMacHOCTW C YYeTOM OCHOBHbIX (DYHKLMOHA/IbHBIX XapakTepucTuk. JlononHWTenbHbIl cTaHgapT. TpebosaHus
K pa3paboTke KOHTPONEPOB C hr3noornyeckoii obpartHoii ceasbio (IEC 60601-1-10:2007. Medical electrical
equipment — Part 1-10: General requirements for basic safety and essential performance — Collateral
Standard: Requirements for the development of physiologic closed-loop controllers)

M3K 60601-1-11:2010 N3genua MeauumMHCKMe anekTpuyeckue. YacTtb 1-11. O6wme TpeboBaHua 6e3-
OMacHOCTW C YYeTOM OCHOBHbIX (DYHKLMOHA/IbHbIX XapakTepucTuk. [lonofHMTEeNbHbIN CTaHgapT. TpeboBaHus
K MEAULMHCKUM 3NEKTPUYECKM U34eNNsaM U cUCTeMaM, UCMofb3yeMblM AN yXxoda 3a 60/bHbIMU Ha AOMY
(IEC 60601-1-11:2010. Medical electrical equipment — Part 1-11: General requirements for basic safety and
essential performance — Collateral Standard: Requirements for medical electrical equipment and medical
electrical systems used in the home healthcare environment)

201.3 TepMuHLI 1 onpefeneHns

B pamkax HacTosiLLero ctaHaapTa npuMeHeHbl TEPMUHBLI U onpeaeneHus, npuseaeHHsle 8 MOK 60601-1,
M3K 60601-1-2. M3K 60601-1-6. M3K 60601-1-8. M3K 60601-1-11 n NCO/M3K 80601-2-13, 3a UCKNHOUEHU-
em cnefytoLiero:

MpumeyaHue — ANgaBuUTHbIA CNUCOK ONPeEeNeHHbIX TEPMUHOB MOXHO HalTW HaunHas ¢ 45-ii c.

JononHeHwne:

201.3.201 oTtBoAAwWMNiA RGM moHuTOp AbixaTenbHbIX razos ¢ oT6opom npo6el [(SIDESTREAM
MONITOR) DIVERTING RGM SIDESTREAM MONITOR]: RGM. koTOpbli1 0OTBOAWT YacTb AblXaTe IbHbIX ra30B
n3 OBJIACTU OTBEOPA MPOBbI yepe3 MPOBOTEOPHYHO TPYBKY k AATUUKY, koTopblii yaaneH ot Ob-
NACTN OTBOPA MNMPOBbI.

201.3.202 gpetiid (drift): U3meHeHne MOKA3AHUIN RGM LA faHHoro FA3A, ocTalowwmnxcsa nNocTosAH-
HbIMU 32 YCTaHOB/IEHHbIV NEpUos BPEMEHU B CTAHAAPTHbIX YC/OBUSAX.

201.3.203 koHueHTpauusa rasa (gas level): CogepxaHve onpefenieHHOro rasa B rasoBoi cMecwm.

201.3.204 NMOKA3AHUA RGM (gas reading): amepeHHas KOHLIEHTPALINA FTA3A, oTobpaxaemas RGM.

201.3.205 TOYHOCTb namepeHunii (measurement accuracy). KauecTBo, KOTOpoe xapakrepusyeT Cno-
cobHocTb RGM o6ecneunBaTtb nokasaHus, 613KMe K UCTUHHBIM 3HAYEHVAM M3MePSEMbIX BETUYUH.

201.3.206'MNHUMANIbHAA ANTbBEO/TAPHAA koHuenTpaumsa. MAK(minimum alveolar concentration;
MAC): AnbBeonspHas KOHUEeHTpaLuusa BAbIXaeMOro aHecTe3npyoLLLero BelecTsa, kotopas B OTCYTCTBME ApY-
TMX aHecTe3npyoLLMX BELLECTB U B YC/IOBUSAX paBHOBECHA npedoTBpaliaeT gsmkeHne 50 % cy6bekToB B OT-
BET Ha CTaHAapTHOE XUpypruyeckoe Bo3aeiicTeue.

I'Ipvlmeanme — B paMkax HacToduero craHgaprta MAK Bbluncnsaetcs ANA KOHUEeHTpauun rasa B KOHUe
Bblgoxa.

201.3.207 HE oTBOAAWMA RGM nonHonoTouHblli MOHUATOP geixaTenbHbix rasos (mainstream
MONITOR NON-DIVERTING RGM MAINSTREAM MONITOR): RGM. VCTIOMB3ytOLMIA JATUNK. U3MEPAIOLLUIA
NMAPAMETPbI AbIXATE/IbHbIX FTA30B B npssMOM noToke.

201.3.208 napuunansHoe gasneHue (partial pressure). [laBneHve, kKotopoe 6yaeT nNpefocTaBnATb
KaX/blli ra3 B ra3oBoOil CMecK, ec/in OH Ofu1H 3aiiMeT 06LEM CMeCcK Npu Toii e TemnepaTtype.
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201.3.209 pesepBHbIli UICTOYHUK nuTaHusa (reserve electrical power source) Yacte ME N3-
[JEJIVS. koTopas BpeMeHHO o6ecneynsaeT NUTaHne 3NeKTPUUYEcKol CUCTEMBI B ClyYae npepbiBaHNs nogaqun
OCHOBHOIWA ANEKTPO3IHEPTNN.

201.3.210 moHUTOp AbIXxaTenbHbIX ra3os (respiratory gas monitor; rgm): ME U3AEJIVE, npeg-
Ha3HayYeHHoe A9 N3MepeHus KOHUeHTpauun ogHoro unn 6onee rasos BAleaTeﬂbHOl‘;l CcMecu.

MpumeuvaHne — RGM cocTouT n3 060pyf0BaHns, onNpeseneHHoro B aKCnyaTauMmoHHOM AOKYMEHTEe Ha npea-
nonaraemoe ucnonb3oBaHve RGM. BkoyvalolWero fatyvk, AUCnnei, cucteMy curHannsanmm, npuHaanexHocTv u ans
oTBOAAWMX RGM npo600oT60pHY0 TPY6KY U TPYOKY ANA BbiBEAEHNSI 0OTPAbOTaHHO ra3oBoil cmecu.

201.3.211 o6nacTb oT60pa Npo6bl (sampling site): O6nactb B OTBOAALLNX RGM. 13 KoTOpoii oT-
BOAATCA AblxaTeNbHble rasbl K yganeHHomy JATUUMKY ana npoBefeHns namepeHui.

201.3.212 npo6ooT6opHas Tpy6ka: Maructpanb ans nepeHoca rasa n3 ObBJIACTU OTBOPA TPO-
Bbl Kk JATUNKY B OTBOAALWLNX RGM.

201.3.213 patuuk (sensor): Hactb RGM. KoTOpas 4yBCTBUTEIbHA K MPUCYTCTBUIO AblXaTebHOro rasa.

201.3.214 OBLUEE BPEMA OTBETA CUCTEMbI (TOTAL SYSTEM RESPONSE TIME): BpsM$, MpOLWUs/Llss C
MOMeHTa CTyneH4aToro nsmeHeHusa koHueHTpauum FA3A B OBJTIACTU OTBEOPA MPOBbI go goctmxeHusa 90 %
OT KoHeuHbIx MOKA3AHWIN RGM (nogpo6Hee cm. 201.12.1.102).

201.3.215 o6bemHas 015 (volume fraction): OGBbEM rasa B CMECU, BbIPAXEHHbIN B BUAE MPOLEH-
TOB OT 06LLero oobLema.

201.4 O6uwue TpeboBaHus

MpumensioT M3K 60601-1, pa3gen 4. 3a UCKNIOYEHUEM ClefyoLero:

201.4.3 OcHOBHble DYHKLMOHANbHbIE XapakTepucTuKu

JAononHeHwne:

201.4.3.101 fononHuTeNbHble TPE6OBAHUSA K OCHOBHbIM dyHKLMOHANbHBIM XapakTepucTukam

[lononHutenbHble TPe60BaHNA K OCHOBHbBIM ¢yHKuMOHanbHbIM xapakTepuctukav MPUBEAEHBI B NOA-
pasgenax. nepeuyncneHHbIx B Tabnmue 201.101.

Ta6nunya 201.101 — Pa3HeceHHble TPe6OBaHUA K OCHOBHbIM (hyHKLMOHANbHBIM XapakTepucTmkam

Tpe6oBaHve Mogpasgen
TOYHOCTb I/I3MEPEHI/IIZ3)I/IYC!'IOBI/IF| CPABATbIBAHUA CUTHANN3ALNW MO MOKA- 201.12.1.101
3AHNAM RGM (GAS READING) 208.6.1.2
Nnn yCnoBunAa CPABATBIBAHUA CUTHANTU3ALNN MO TEXHUNYECKUM NMPUYNHAM 201.11.6.101.1

a>MeToabl oueHkn TOUHOCTU U3MEPEHWW Kkak kpuTepuii npuemkn nocne onpefeneHHbIX UCTbITaHW, He-
06X0AMMBbIX COrNacHO HacTosLWeMy cTaHgapTy, cm. B 202.6.2.1.7.

201.4.3.102 ‘JononHuTenbHble Tpe6OBaHNS K KpUTEPUAM NPUEMKU

Bo MHOrux pasgenax HacTOSILLEro cTaHAapTa, KacarLmxcsa UCnbiTaHuii, onpeaeneHbl KpUTepumn nNpUeMKm
ANA napameTpoB (OYHKLMOHABbHbIX XapakTePUCTUK. DTN KPUTEPUN NMPUEMKM [O0/KHbI HEN3MEHHO BbIMNOMHATLCS.

Ecnn B 9KCMNAYATAUMOHHOM AOKYMEHTE N3rOTOBWUTE/Ib onpeaenseT ypoBHU COyHKUMO-
HaNbHbIX XapakTepucTuUK nydile, Yem onpefesieHHble B HacTosLeM cTaHfapTe, TO 3TV YPOBHMW, onpejeneH-
Hble N3TOTOBWUTEJIEM, cTaHOBATCA YPOBHAMU, NO KOTOPbIM HEOBXOAMMO MPOBOAUTbL NPUEMKY.

Mpumep — Mpu onpegeneHHom yposHe TOYHOCTU UBMEPEHWM 3 %, RGM gonxHbl o6nagate TOYHO-
CTblO UBMEPEHWW 3 % ana Bcex Tpe6oBaHmii, HanpuMep, BO BPEMsA UCMbITAHMI HA YyCTOWUYNBOCTD.

201.4.6 ‘Yactn ME U3AE/TNA nnn ME CNCTEMBbI, Haxogsilwmecsa B KOHTaKTe C NauneHTom

JAononHeHwne:

Yact n MPUHAONEXHOCTW RGM. npefHasHa4YeHHble A5 COEANHEHNS C AblXxaTelbHOW CUCTEMO,
[OO/MKHbI cooTBeTCTBOBaTh TpeboBaHuam kK PABOUYUM YACTSHAM B cCOOTBETCTBUM C AaHHLIM NoApasnesiom.

201.4.10.2.101 ‘NononHuTensbHble TpeboBaHUA K MUTAKOWEN CETWU ME W3LEANA n ME CU-
CTEMbI
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[Ons RGM. npegHasHayeHHbIX A1 MCNONb30BaHUS BO BPEMS MPOdecCroHasibHOro TpaHcnopTupoBsa-
Hns MALIVEHTA 3a npegenamu MeuULMHCKOTO YUPeXAeHUs, MPUMEHSIOTCSA xapaktepuctukun MUTAIOLLLEN
CETW, onpegeneHHble B MOK 60601-1,4.10.2. 3a UCK/IIOYEHVEM CneayloLLero:

- HanpsbxeHue DC: oT muHyc 15 % go nnoc 25 % ot HOMUHAJIbHOTI O 3HayeHus, unu

- HanpsbkeHue AC: oT muHyc 15 % go natoc 10 % ot HOMUHAIBHOI O 3HayeHus, u

- yactoTta AC: oT MuHyc 5 % go nnwc 5 % ot HOMUHAJIBHOTI O 3HauveHus, u

- hopma curHana AC: cuHyconganoHas, npsMoyronbHasa u gpyras, onpegenenHas 8 KCMAYATALN-
OHHOM AOKYMEHTE.

CooTBeTCTBME NPOBEPAIOT UHCNEKLMEN N. €C/IM He0BX0ANMO, NyTeM (YHKLUNOHANIbHBIX NCMbITAHWIA.

201.5 O6uwme TpeboBaHUA K UCNBbITAHUAM me nagenns

MpumensatoT MK 60601-1. pa3gen 5.

201.6 K}'IaCCI/ICpI/IKaU'VIFl me n3genuii M me cucTem

MpumeHaoT MK 60601-1. pa3gen 6.

201.7 NoeHTudukauma, MapkMpoBKa 1 JOKYMEHTAUMNA me nsaenuii

MpumeHsaoT M3K 60601-1. pasgen 7. 3a UCKNHOYEHNEM ClefyoLero:

201.7.2.3 ‘O6pauwenne Kk SKCMNAYATALUNOHHbLIM AOKYMEHTAM

3ameHa:

rgm A0/IKHbI 6bITb MapKMpoBaHbl NpeaynpeauTenbHbIMK 3HakaMu 06 06s3atensHoM geiicteumn: «Crne-
AyinTe MHCTPYKUMK Mo akcnyaTauum». NCO 7010-M002 (cm. M3K 60601-1, Tabnunua D.2. Homep 10).

201.7.2.101 [JononHuTenbHble TpeboBaHMSA K MapkMpoBKe Ha BHELWHMX nosepxHocTax ME U3AENNA
unu vacteii ME U3AENNA

Mapkuposka ME N3OAENNA, yacTein nnu MPUHAONEXHOCTEN pomkHa 6biTb UETKO PA3/INUU-
MOW u BkouaTh cnepytoulee:

a) nobble cneunanbHbie MHCTPYKUMU MO XPAHEHWIO W/WNN 06CNYXNBaHUIO:

b) cepuitHbli Homep (Maun cumson 5.16 NCO 15223-1:—), nam Homep noTa, Win Homep napTum (Mam
cumBon 5.14 NCO 15223-1:—);

c) ana RGM. ero vacTeit unu MPUHALJIEXXHOCTEW — uHdopMaums no KOppekTHON yTuamsauum,
ecnn NPUMEHNMO:

d) ansa komnoHeHToB RGM, 3ameHseMbIX onepaTtopoM, YyBCTBUTE/IbHLIX K HanpasfeHUI0 NoToka. —
CTperika, nokasbiBalwllas Harnpas/ieHVe NoToka rasa,

e) nns Bxoda obpasuoB rasa oteogsawero RGM — nn6o Tekct «OT60p 06pasLoB rasza», MM60 cMMBON
MNCO 7000-0794:

f) pna Bbixoga obpasuoB rasa oTBogsuwero RGM — nnbo TekcT «Bbixof rasa», nMbo cumBON
MCO 7000-0795;

8) ona MATUCTPANIN ONA OTBEOPA OBPA3LIOB F'A3A — nu6o TekcT «OT60p 06pa3uoB rasax,
nn6o cumeon MCO 7000-0794:

h) ana BbixogHbix Tpybok ana OTBOAAWUNX RGM — nn6o TekcT «Bbixog rasa», nMbo cuMBON
11CO 7000-0795;

i) ans MEPEHOCHbIX RGM — macca Hanbosnee 4acto ucnosib3yemon koHcpurypaumm ME U3LENNA.

ME N3[ENWNA, yactn unu MPNHALNEXHOCTW ¢ ycTaHOB/IEHHLIM CPOKOM FOAHOCTU A0/KHbI UMETb
UETKO PA3/IMUVMYO MapKnpoBKY C ykazaHUeM AaTbl, NOC/e NCTEYEHUS KOTOPOI UX He criegyeT UCMOJib-
30BaThb U BbIpaXXEHHOW Kak rog 1 mecsul. MoxeT ucnonb3oBaTbes cumon 5.12 NCO 15223-1:—.

CooTBeTCTBME NPOBEPAIOT MHCNEKUMEN.

201.7.2.4.101 [lononHuTenbHble Tpe6osaHus k mapkuposke MPUHALNEXHOCTEWN

Ona NMPUHAANIEXXHOCTEW, npegHasHaueHHbIX ANS UCNo/b30BaHusa ogHum MALIVIEHTOM, ynakos-
ka nnn camm MPUHALNNEXXHOCTW pomkHbl 6bITb MapkKMpoBaHbl C yKa3aHMEM TOro, YTO MPUHAZA/IEXHOCTb
npefHasHavyeHa ansa MHAMBUAYasibHOro ucnosb3oBaHua ogHum MALVEHTOM.

CooTBeTCTBME NPOBEPAIOT UHCNEKLMEN.

201.7.2.13.101 'AononHutenbHble TpeboBaHUS K ousmonornyeckum adpchektam (3Haku 6esonacHoCTu
1 npegynpexgatoLme Hagnmcum)

6
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ME U3LENWNA, yactn unu MPUHALJTEXXHOCTW, copgepxallme HaTypasbHblli NaTeke, AOMKHbI UMETb
YETKO PA3JTMYMYHKO MapKupOBKY C ykazaHWeM TOro, YTO OHU cofepikaT natekc. MoxeT ncnonb3osaTbea
cumBosl ICO 7000-272. B MHCTPYKUMKW MO SKCnyaTaumm JO/MKHbI ObITb Yka3aHbl BCE KOMMOHEHTbI, COAepXa-
e HaTypasbHblil naTekc.

CooTBeTCTBME NPOBEPSAIOT MHCMEKUMEN.

201.7.2.17.101 [ononHuTenbHble TpeboBaHNSA K 3aLUTHOW ynakoBke

Ynakoska ME W3AENWNSA, vacTeit uan MPUHALNEXHOCTEW gomkHa umeTs YETKO PA3NUN-
MYIO MapkupoBky:

a) C ykasaHveMm crneayloLero:

- ofnucaHue coepxXnmMoro,

- ngeHTMduKaTop Homepa MapTuM, Tuna WaW CepuiiHoro Homepa nub6o cumBonbl 5.14. 5.15. 5.16
NCO 15223-1:—,

- ANS yNakoBOK, COAepXallux HaTypasbHbliA natekc, cioBo «JIATEKC» unu cumeon MICO 7000-2725,

- ecnu NpuMeHnmo, cnoso «CTEPWU/IbBHO» nnv oguH us cumeonos 5.20—5.24 NICO 15223-1:—: ynakoB-
ka ctepunbHoro ME U3LENINA, yacTeit unm I‘IPI/IHA[J,I'IE)KHOCTEI7I OO/MKHa obecneynBatb noggepxaHve
CTEPU/IbHbIX YC/TOBUIA A0 €e OTKPbITUS, UV NMOBPEXAEHUS, UKW A0 JOCTMXKEHNS OKOHYaHUA CPOKa roAHOCTY;

b) ANS Tex yacTell, KOTopble NpeAHasHavYeHbl N8 0AHOPa30BOro NCNobL30BaHus, cnosa «OHOPA3O0-
BOE MCIMNOJIb3OBAHVE». «HE VNCIOJIb3OBATb NMOBTOPHO». «HE AJIA MOBTOPHOIO NCIMOJ/1b30-
BAHUSI» cumson MCO 7000-1051 unu cumson 5.25 NCO 15223-1:—; ans onpegeneHHbIx YKA3SATEJEN
HA MOAE/b NN TUM ykasaHne Ha 04HOpPa30BOE UCMO/b30BaHNe AO/MKHO ObiTb cornacoBaHo ¢ YKA3A-
TENEM HA MOJAENb AW TUN.

Heob6xoauMo paccMoTpeTb BOMPOC YyTUIN3aUuy NCN0Nb30BaHHbIX YNaKkoBOYHbIX MaTepuasos.

CooTBeTCTBYE NPOBEPAIOT NPOBEAEHNEM UHCMEKLUN.

201.7.4.3 ‘EAMHALBLI U3MepeHus

Monpaska:

[lo6aBunTb CHM3Y, KaK HOBble CTPOKM Tabnuubl 1. eAnHULIBI U3MEPEHWNS, HE BXOASALLNE B CUCTEMY eAn-
HUL, n3mepeHns CU. koTopble MOTYT 6bITb Ucnonb3oBaHbl ans ME U3AENNA

Ta6nunuya 1

EAvHMLA n3MepeHus
OcHOBHas BeNM4MHa

HavnmeHoBaHne CvimBon
% (OBBLEMHAS [OSA) ~
KoHueHTpauus rasa
MM pPTYTHOrO cTon6a3> MM pT. CT.
KoHueHTpaums % (OBBLEMHAS [ONSA) .
aHecTesvpyloLnx BeLecTs MUHUMAJIbHAS ANTbBEONIAIPHAA KOHLEHTPALINAA MAK

a>KoHueHTpauns gbixaTebHbIX ra3oB MOXeT O6biTb BbipaxeHa kak MAPLUWVATbHOE AAB/IEHUE.
b>MUWHUMANBHAA ANbBEOJNTIAPHAA KOHLUEHTPALMA MoXeT MCnonb3oBaTbCA Kak AOMOSHUTENbHAsA
efvHMLAa N3MepeHmns.

201.7.9.1 O6wue TpeboBaHus

Monpaska:

3aMeHUTb NepBblil feduc cneayLwmnm:

- HauMeHoBaHue Wiy ToproBoe HaumeHoBaHue u agpec N3rOTOBUTENA,

- n.ecnn N3rOTOBUTEJTb He nmeeT agpeca B JaHHOM pernoHe, agpec asTopn3oBaHHOro npeacraBu-
Tens B 3TOM pervoHe, Ha KoTopblii MoxeT cocnatbes OTBETCTBEHHASA OPTAHU3ALNA.

201.7.9.2.1.101 ‘[ononHutenbHble 06uine TpeboBaHNs

WHCTpyKLMs No aKcnayartaummn fo/mkHa BKAYaTb Cnefyowyo MHHopMaLmio:

a) Ona kaxgoro RGM n MPUHALNEXHOCTEW onpegenexne ucnonb3osaHna RGM n MPUHAL-
NEXHOCTEW. kacatoLieecs.

- rpynnbl MALVEHTOB,;

- YacTu Tena uau Tna TkaHel, ¢ KOTOPbIMU OHW MPUMEHSAOTCS.

Mpumep 1— MpsAMOK KOHTAKT Yepe3 Ha3aNibHbIl kKaTeTep UAN TULEBYIO MackKy.
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Mpumep 2 — HenpsAmoii KOHTakKT 3a cYyeT NpoxoxaeHusa rasa yepes JATHUNK/OBJTIACTb OTBEOPA OB-
PA3LOB;

- MPUMEHEeHNS.
Mpumep 3— Okpyxakwuas cpeja, yacToTa UCNOMb30BAHUS, PACNONOXEHUE, MOGUNBHOCTD;

b) yTBepxaeHue, nosicHslee, obopyaosaH nnm HeT RGM aBTomaTuyeckoil komneHcauvein 6apome-
TPUYECKOro JaBfIeHNS;

C) ecnu aBTOMaTMyeckas KOMneHcaumsa He npefycMOTpeHa, BAMaHNe 6apoMeTPUYECcKOro AaBneHns Ha
NMOKA3AHNA RGM, BblpaXeHHble KONMYECTBEHHO.

CooTBeTCTBUE NMPOBEPSAIOT MHCNEKUMEN.

201.7.9.2.2.101 ‘fononHuTenbHble TpeboBaHNA K NpesynpexaeHnsaM v ykasaHusam no 6esonacHocTy

MHcTpykuma no akcnnyatauun OTBOAALWLNX RGM, obopyfoBaHHbIX coeguHUTENeM A5 Bblfycka
rasa, 4O/HKHA BKIOYaTb NpefynpexaeHus, kacalwwmecs pucka nepekpectHoro nHduumposaHus NMALVEH-
TA npu BO3BpalleHnmn rasa, B3ATOro B kauecTse 06pasLa, B AbiXaTesbHyto cuctemy. [lonofHuTeNbHbIE TpebOo-
BaHWSA MOXHO HaiTh B 201.105.2.

CooTBeTCTBUE NMPOBEPSAIOT MHCNEKUMEN.

201.7.9.2.5.101 [JononHuTenbHble TpebosaHusa k onucaHuio ME N3OENMNA

VIHCTpyKUMA No akcnayatauun fo/KHa BKIoYaTb:

a) cxembl, UnnCTpUpyoWwmne ocobeHHocT RGM 1 nokasbiBaoLwne yHKUUN 1 pacrnosioXeHne BCex
OpraHoB ynpaB/ieHNs, PerysiMpoBkN 1 KOMNOHEHTOB CUCTEMbI, HEOOXOAMMbIX A5 KOPPeKUuMn pabdoThbl;

b) onucaHwe KOPPEeKTHOW ycTaHOBKkM RGM v onucaHne cxembl 0T6opa 06pa3LoB 1 BCEX COefUHUTENb-
HbIX TPY6OK, ecnn NPUMeHUMO;

C) pacnosioxeHune BCceX KOMMNOHEHTOB Ha OCHOBE HaTypasibHOro naTtekca, ecnv NPUMeEHUMO.

CooTBeTCTBUE MPOBEPSAIOT MHCNEKUMEN.

201.7.9.2.8.101 ‘[dononHuTenbHble TpeboBaHNS K Npoleaypam 3anycka

MHCTpyKUMA no akcnayataumm fo/KHa BKIHOYaTh:

a) metog nposepku pabotbl Bcex CUCTEM CUTHANN3ALNN, HacTpanBaeMbix OMTEPATOPOM;

b) BpemMs c MoMeHTa 3anycka Ao obecneyeHus OCHOBHbIX ®YHKUMOHANTbHbIX XAPAKTEPU-
CTUK.

CooTBeTCTBME MPOBEPSAIOT MHCNEKLMEN.

201.7.9.2.9.101 ‘AononHuTenbHble TPeboBaHMS K MHCTPYKUMAM NO SKCnayarauum

MHCTpyKUMA no akcnayaTauumn 4o/mKHa BKIYaTh Criefytollee:

a) guanasoH perynupyembix MPEAE/TIOB CPABATLIBAHNA CUTHANTN3ALWN;

b) MaKkCMMasbHbIV yka3aHHbI MHTepBasl, BbIPaXKEHHbIN B Yacax, Mexay ntobbiM1 Heo6Xo4MMbIMU BMe-
warenbCTBaMMU onepaTopa B CUCTEMY BNarooTAeneHus. npu Temnepatype obpasya rasa 37 5C. KOMHaTHOM
Temnepartype 23 eC 1 0OTHOCUTE/IbHOW BNiaXHOCTU o6pa3ua 100 % (aaHHbI MHTepBas LO/IKEH OblTb YCTaHOB-
NIeH Kak An1a onpegenieHHOW MUHUMabHOM, Tak 1 MakcuManbHOWM ckopocTy oTbopa rasa);

C) nopor 4yBCTBUTENBHOCTW ANA €AUHCTBEHHOrO rasoreHNpPoBaHHOIO aHecTes3nosIorMyeckoro rasa
(areHTa) B cMecu rasos 1 Nopor(n) YyBCTBUTENIbHOCTYN A1 HECKOJIbKMUX Fa/Ior€HMPOBAaHHbIX aHecTe3nosornye-
CKUX ra3oB B CMeCH ra3os;

d) ecnn npegycmotpeHbl MOKA3AHNA RGM-MAK, 3HauyeHns MAK unmn anroputm onpegeneHus 3Ha-
yeHunii MAK, oTobpaxaembix RGM;

e) MeToj coefuHeHus BbixogHoro nopta OTBOAAWENO RGM ¢ CUCTEMOW OTBEJEHUSA AHE-
CTE3VONOTNYECKNX F'A30B;

f) ckopocTu notoka oT6opa 06pa3yos rasa u ux gonyckm ans OTBOAAWNX RGM;

1) ecnu npumeHuMmo, yTeepxaeHue, 4to RGM noaxogut ANs UCNOMb30BaHUA B YC/OBUSAX MarHWTHO-
pe3oHaHcHol Tomorpaduv (MPT). BkItoYaa MakCMMasibHYO CUly MarHUTHOTO nons, npu kotopoii RGM kop-
pekTHO paboTaeT:

h) ykasaHue Ha n3meHeHue koHueHTpauuu npu BeegeHun M'A3A ana OTBOAALLNMX RGM. B KOoTopbIX
npeaycMOTPeEHO BBefEHMWE o6paslia rasa B AblxaTeflbHblli KOHTYp, B koTopoM KOHLUEHTPALWA FA3A oT-
nnyaetca otHocutesibHo KOHUEHTPALMW B OBJTACTU OTBOPA OBPA3LIOB.

Mpumep 1— flo6aBneHne KOMHaTHOTO BO3AyXxa B pe3y/bTaTe aBTOMATUYECKOTO BbiCTaB/IEeHUS HYNA.
Mpumep 2— 3TaNoOHHbIN ras. ucnonb3yemsbliii razoBbim JATUNKOM;

1) HOMWHANIbHYO yacToTy AblxaHus;
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) mo6oe cHmkeHne TOYHOCTY UBMEPEHWI MOKA3AHNIA RGM B KOHLE BblA0OXa Kak (hyHKLMIO
4acToThbl AbIXaHUA 1 COOTHOLWeEHUA I/E (CooTHOWEHMA BpeMeHn BAoxa/Bbigoxa) B ux HOMUHANbHBLIX auna-
nasoHax;

k) n3BecTHoe HeraTMBHOE BNNSHWE Ha YCTaHOB/EHHbIE DYHKLMOHA/IbHbIE XapakTEPUCTUKM CleayoLLero:

- KONNYeCTBEHHOE BANAHME BNAXHOCTU UK KOHAEeHcaTa B obpasuax rasa,

- yTeuek Un BHyTpeHHel uupKynauum obpasyos rasa.

- umknuueckoro gasneHuns go 10 kMa (100 cm Bogbl),

- OPYrMxX UCTOYHUKOB NOMEX;

1) MHpopMaUMI0 O XapaKTepucTukax M TexXHUYeckux dpakropax, Kotopble, kak ussectHo M3roTOBU-
TEJNO, moryT nogsepratbca PUCKY, ecnu RGM, ux yactn uam NMPUHALJIEXXHOCTW ucnonb3yroTcsa no-
BTOPHO, HeCcMOoTps Ha To YTo RGM, nx yactu win NPUHALNEXHOCTW npegHasHauveHbl 418 04HOPa30BOro
NCMob30BaHUs;

T) AaTy BbiNycka Wan nepecMoTpa MHCTPYKLMK MO SKCyaTauum;

n) MakcumanbHyto KOHLIEEHTPALIMIO FTA3A ansa eAMHCTBEHHOIO rasloreHnpoBaHHOro aHecTe3nonornye-
CKOrO rasa B CMeCU ra3oB, KOTOPbIi He onpegenseTca Npy NafeHnn KOHLEHTpaLuy aHeCTe3NPYIOLLMX BELLECTB.

CooTBeTCTBUE NPOBEPSAIOT UHCNEKUMEN.

201.7.9.2.13.101 ’'AononHutenbHble TpebOBaHUSA K 06CYXUBAHUIO

VIHCTpyKLMA No aKcnayaTauum Ao/mKHa BKAoYaTb cneytoLlee:

a) MPOUELYPbI kannbpoBku nepes Win BO BpEMS UCMNO/Mb30BaHs;

b) MeTofpbl N YACTOTY PYTUHHbLIX MHCNEKLWIA N UCTIbITAHWIA.

CooTBeTCTBUE NPOBEPSAT NHCNEKUNENA.

201.7.9.2.14.101 ’'OononHutensHble TpeboBaHunsa k MPUHALNEXHOCTSAM, BcnomoratesibHbIM Usge-
JIUAM. UCMOJIb3YEMbIM MaTepuasiam

MHCTpYKLMA NO aKcnayaTauny Ao/mKHa BKIYaTb:

a) BCIO U3BECTHYIO MHpopMaLMIio, KacaloLyoCcst TOKCUYHOCTU U/MNN BAUAHWUA Ha TKaHU NoOblX MaTepu-
anoB. KOTOpble MOTyT KOHTakTupoBaTtb ¢ MALLMEHTOM unu nto6biM 4pyrvM iMuom;

b) HeobxoAnMy MHOpPMaLNIo, KacaloLLlycs TOro, Kak MPoBOANTbL NOBTOPHYIO CTEpUAn3aLunio B Chy-
Yyae NoOBPEeXAeHUss CTepubHoi ynakosku, ecim NMPUHALMNEXHOCTW, noctaBnsiemble B CTEpUbHONM yna-
KOBKe. [oMnycKaloT NpoBeAeHe NOBTOPHON CTepuamsauuu;

C) cOoBeTbl MO KOPPEKTHOM yTnansaumm cobpaHHbIX XULKOCTEN.

Mpumep — XXunpgKocTt BO Bnarootaenntene MHOTOKpaTtHOro UCnosib3oBaHus.

CooTBeTCTBUE NPOBEPSAT MHCMEKLNEA.

201.7.9.2.15.101 ' JononHuTenbHble TPpEGOBAHMSA K 3alMTe OKpyXatoLlei cpeapbl

WHCTpYKLMA Mo 3KcnyaTauum Ao/HKHa BKIOYaTh crieayolee;

a) coBeTbl MO KOPPEKTHOW YTUAN3ALMUN KA/TMOPOBOUHBIX (3Ta/IOHHbIX) ra30B;

b) coBeTbl N0 KOPPEKTHOW yTUAM3aLun 06pasLoB rasos.

CooTBeTCTBME NPOBEPAIOT MHCNEKLUMEN.

201.7.9.3.101 ’[ononHutenbHble TPeboBaHWUA K TEXHUYECKOMY ONUCAHUIO

TexHunyeckoe onncaHue A0/KHO BKIOYATb!

a) KpaTkoe onvcaHue MeTOA0B UCMbITaHWs, UCNob3yeMbix Ans onpegenedns HOMUHANIbHOIO gua-
nasoHa YacTOTbl AbIXAHNA 1 ee BANAHUA Kak (YHKLMN YacTOTbl AbIXxaHUsl Ha To4HOCTL MOKA3AHUM RGM B
KOHLe Bblaoxa, Tpebyemblx B 201.7.2.2.9 i) uj);

b) 4acToTy NonyyveHus JaHHbIX;

C) onucaHne MeTo/0B, UCMONb3yeMbIX Ans BbluncneHna NMOKA3AHNIA RGM B KoHUe Bblgoxa.

CooTBeTCTBME NPOBEPSAIOT MHCNEKLUMEN.

201.8 3awwta ot ONMACHOCTEW nopaxeHus 3nekTpnyeckM TOKOM

MpumensioT M3K 60601-1, pasgen 8.

201.9 3awmta OT MeXaHMYECKMX ONacHOCTel, co3aaBaeMblX
ME N3LENNAMUN n ME CUCTEMAMUA

MpumensioT M3K 60601-1:2005, pa3gen 9.
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201.10 3awuta OT onacHocTeii BO3AENCTBUA HEXENATENbHOIO
NN Ype3MepPHOro U3yyYeHus

MpumeHsaoT MK 60601-1. pa3gen 10.

201.11 3awmTta OT Ype3MepHbIX TeMnepaTyp U APYTUX onacHocTei

MpumeHsaloT MK 60601-1. pa3gen 11. 3a UCKNOUEHNEM CrefytoLero:

201.11.6.4 YTeuka

JononHeHne (o6aBuTbL Noc/e Cyl ecTBYOWeEro TekcTa):

M3rOTOBUTE/b gonxeH yunteiBate B MPOLECCE MEHEOXXMEHTA PUCKA PUCKW, cBazaHHble
C BbIMbIBAHWEM W/IN YTEUKON BELLECTB B ra3oBbiX NyTAX:

aa) n3 OBJTIACTV OTBOPA OBPA3LIOB FA3A un

bb) rasoBbix nyTeit, npoxogsawmx yepes RGM n MPUHALNEXHOCTW, gna OTBOAALLNX RGM, ao-
nyckatLLyx BO3BpaT 06pa3LioB rasa B fblXxaTe/bHYl0 CUCTEMY.

Ocob6oe BHUMaHWe crefyeT 06paTuTb Ha BELLECTBA, KOTOPbIe ABMATCA KaHLepPOreHHbIMWU, MyTareHHbI-
MW WA TOKCUYHBIMW ANA PenpoayKTUBHON (DYHKLMN.

Yactn nnn NMPUHAONEXHOCTW, cogepxalwme cranatbl. KOTOpble KNaccuuUUUpyrTCa Kak KaHue-
pOreHHble, MyTareHHble WAn TOKCUYHbIE A1 PenpoAyKTUBHOW (OYHKLUW, [OMKHBI MapKMpoBaTbLCS Ha CamMoM
n3genvu Uan Ha ero ynakoBke Kak cogepxatuue pranatbl. Ecnm, kpome Toro, MPEAYCMOTPEHHOE MPU-
MEHEHUWE RGM u ero uyacteit unn MPUHAONEXHOCTEW BkmouaeT paboTy ¢ AeTbMU uau paboTy C
6epeMeHHbIMN NN KOPMALLUMU XEHLUUHaMK, cnelnanbHoe 060CHOBaHVEe X UCMOMb30BaHNSA AO/TKHO ObITb
BKNoueHo B ®ANT MEHEAXMEHTA PUCKA. MHCTPYKLMA N0 3KCMTyaTaLun Ao/KHa COAepXaTb MHopMa-
uno no OCTATOYHbBIM PUCKAM pgns gaHHoi rpynnsl MALWEHTOB . ecim npumeHMMo, no NPYUMEHUMbIM
mMepam rnpefoCTOPOXHOCTH.

CooTBeTCTBME NpoOBepsloT WHcnekumeli ®AWNA MEHEIKMEHTA PUCKA gns onpegenexus
TOro, yuTeH 1 PUCK BbIMbIBAHNS UMK yTeukn Bel,ecTs Bo Bpema HOPMAJIbHOM 3KCMNIYATALNMA n
ABMIAIOTCA N MaTepuasbl NOTEHLNAIbHO KaHLEPOreHHbIMU, MyTareHHbIMU WY TOKCUYHBLIMW /18 PENPO *
OYKTUBHON hyHKLUN.

201.11.6.5 ' NMpoHukaHue BoAbl Unu TBepabix Yyactuy B ME U3AENNA nnm ME CUCTEMBbI

3ameHa:

KOPMYC RGM pomkeH obecneunsartb CTENEHb 3allUTbl OT BPEAHOro NPOHUKHOBEHUSA BOAbI:

- Mo KkpaiiHein mepe IPX1, n

- ana RGM wnun mx yacTell, npefHasHauyeHHbIX 418 UCMOMb30BaHNA BO BpeMs NpoheccrnoHaibHOro
TpaHcnopTtupoBauus MALMEHTA 3a npegenamv MeAuLMHCKOTO yupexaeHns, no kpaliHeit mepe IPX2.

CooTBeTCTBME NMPOBEPAOT MeToAaMu, U3NoxeHHbIMn B MK 60529 ana RGM. pa3melleHHbIX B
HanMeHee KOMOPTHOe nonoxenne npu HOPMAJIBHOW 3KCMYATALMUW. Mocne nposeaeHns aTux
npoueayp nposepsioT, yTo BE3OMACHOCTb C YYETOM OCHOBHbIX ®YHKLUNOHA/bHbIX XAPAK-
TEPUCTUKnogTBepxaaeTcsa.

201.11.6.6 ‘OuncTtka n gesuHgekuns ME N3LENNA n ME CUCTEMbI

MonpaBka (p06aBnNTb 4ONOMHUTENbBHOE TpeboBaHMe Kak HOBbIV NepBblii ab3al):

[a3zoBble Ny RGM u ero NMPUHAONEXHOCTEMN, He npegHasHavyeHHble Ana UHAUBUAYaNbHOIo
MCMOJIb30BAHWA, KOTOPbIE MOTYT 3arpA3HATLCA BbIAE/IAEMbIMU XUAKOCTAMU Tena Uan BblfbIXaeMbIMU ra-
3amu npu HOPMA/IbHOW 3KCMAYATAUUU unn 8 YCNOBUAX EANHNYHOIO HAPYIIEHWSA, rassl
13 KOTOPbIX MOTYT BAbIXaTbCA MOBTOPHO, A0/MKHbI ObITb pa3paboTaHbl TakuM 06pa3oM, YTO6bl NO3BONATH
NPOBOANTbL OUNCTKY W Ae3NHAEKLUN NN OUYNCTKY U CTEPUIMN3ALNIO (AONONHUTE NbHbIE TPe60BaHNA MOXHO
HaliTn B M3K 60601-1, 11.6.7 n B 201.105). Ans aToli uenn RGM unn NMPUHALNEXHOCTW moryT pas-
6upartbcs.

Monpaska (po06aBnTb A4ONOHUTENBHOE TPebOBaHMe U 3aMEeHNTb UCMNblTaHNe Ha COOTBETCTBUE):

Kopnyca RGM fo0/xHbl 6bITb paspaboTaHbl TakuM 06pa3oM, YTOObl MO3BONATL NPOBEAEHNE OUUCTKK
N fe3nHMeKLUN NOBEPXHOCTU A1 CHMKEHMA A0 npuemaemoro ypoBHss PVICKA nepekpecTHOro 3apaxeHus.

WHcTpykumm no MPOLIECCAM 06paboTkm nYww NoBTOPHOro mcnonb3oBaHus RGM un ux MPUHAL-
NEXXHOCTEW ponxHbl cooTeeTcTBOBaTL MCO 17664 1 MCO 14937 1 AONXHBI 6bITh BKIOYEHb! B UHCTPYK-
LMo NO aKkcnayatauuu.

MpumeyaHne — BUWCO 14159 npuBeaeHbl pykoBOACTBa N0 pa3paboTke KOPMNycoB.
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Ecnu cooTBeTCcTBME HAcToAWEMY CTaHAapTy MOXeT OblTb HapylWeHO B pe3ybTaTe OYUCTKN
nnu aesvHdekuun RGM unn ux yacteit nin6o NMPUHALJEXHOCTEW, oHu ounwaoTca U Ae3nHuumpy-
totca 30 pa3 B COOTBETCTBUUN C MeTOAaMMU, NPUBELEHHLIMY B MHCTPYKL UK NO IKCNyaTauum, Bkvas
nobble nepnofbl oxnaxaeHusa nnu cywku. Nocne nposegenns atux MPOLUEAYP Heobxoanmo y6eantbcsa
BTOM. 4To BESOMNACHOCTb C YYETOM OCHOBHbIX ®YHKLNOHABbHbBIX XAPAKTEPNCTWK nog-
nepxunsaeTca. lanee NpoBoAAT MHCNEKUNIO SANNA MEHEOXXMEHTA PUCKA ana npoBepkun TOro, 4to
N3rOTOBUTE/Ib oueHnn BAUSHNME MHOTOKPAaTHbIX LMKN0B 06paboTku, a Takxe nx ac ) eKTUBHOCTb.

201.11.6.7 Crepunusauna ME N3[ETNA n ME CUCTEMBbI

Monpaska (406aBUTb NpUMeYaHne nepes UcnbiTaHMEM Ha COOTBETCTBUE):

MpumeuyaHne — [lononHuTeNbHble TPe6OBAHUSA Takke MOXHO HaliTn B MOK 60601-1, 11.6.6.

201.11.6.8 CoBMeCTUMOCTb C BelecTBaMu, nUcnosb3yemoiMu Bmecte ¢ ME NU3OETNEM

Monpaska (o06aBnTb Nepef UcnbiTaHMEM Ha COOTBETCTBUE):

Heobxoammo 06paTnTb 0C060e BHUMaHME Ha TOKCUYHOCTb MatepuasioB U UX COBMECTUMOCTb C Belle-
CTBaMMW U razamu, C KOTOPLIMW OHW KOHTaKTUPYIT npu HOPMAJIbHOWM 3KCMIYATALIVN. [lononHuTeNb-
Hble Tpe6oBaHNA MOXHO HaiTh B 201.11.6.4.

201.11.8.101 [onoNHNTENbHbIE TPEGOBaHUS K NpepbiBaHnaM nuTaHua/MATAIOLWEN CETU ME W3-
OENNA

201.11.8.101.1 'TEXHUYECKNE YCNOBUA CPABATbIBAHNA CUTHANN3ALWW npu otkase no-
Jaun nuTaHus

Ecnv nogaya nutaHns BbIXOAWT 3a Npefesibl 3HaYeHW, onpefeneHHbIX 4158 HopmasbHol paboTel, RGM
[OMKEH:

a) akTMBMpoOBaTb cpabaTtbiBaHue N0 TEXHUYECKMM NpuyvHamM curdaimsaumn CPEAHENO MPUOPUTETA.

b) ocTaHaB/nMBaTb AEMOHCTPaLMIO aHannsaTopa cocTasa [blXxaTe/IbHOh cMecu.

NMpumeuaHne — He Tpebyetcs, uTo6bl CUTHANNI3ALIVA noBTopsifnack B TeueHue HeonpeAeneHHOro BpeMe-
HU MOC/e HapyLUeHUs MNTaHNs:

) npekpaTuTb oTo6paxeHne MOKA3AHUM RGM.

Ecnn pabota rgm nogaepxusaetcsa nogknwoyeHnem BHYTPEHHEIO NWCTOYHUKA 3/1EKTPO-
OHEPTUWN. CPABATBIBAHWE MO TEXHUYECKUM NMPUYNHAM CUTHANN3ALUNN CPEAHEIO MPU-
OPWTETA. yka3blBallliee Ha 0Tka3 NMTaHus, He JO/HKHO akTuBMpoBaTbes. Jllo6oe nogo6Hoe nogkIveHe
BHYTPEHHEIO NCTOYHUKA DTEKTPO3HEPI W pgomkHo oTobpaxaTtbcs B Buae MH®OPMALIMOH-
HOIO CUTHANA unn TEXHUUYECKUX YCNOBWA CPABATbIBAHUA CUMHANMU3ALUW HW3KOIO
NMPNOPUTETA.

CooTBeTCTBUE NPOBEPAIOT PYHKUMOHANBHLIMU UCTIbITAHUSAMMN.

201.11.8.101.2 'CoxpaHeHne HacTpPoekK U AaHHbIX Nocne KpaTKkoBPEMEHHOro OTKNYEeHUS Uan aBToMa-
TNYECKOro NepPeKIYeHns NuTaHus

Ecnn CETbhb. MNTAKLWAA RGM. oTkaovyaeTca meHee yeM Ha 30 ¢ unm NnpoucxoauT aBToMatuyeckoe
nepekoyeHne Ha BHYTPEHHUN NCTOYHWK S/TEKTPOSHEPTUW, [OMKHBI COXPAHATLCA BCE HACTPONi-
kv v gaHHble MAUVEHTA.

MpumeuaHue 1— RGM He gonxeH obecneunsaTb oTo6paxeHne MOKA3AHWY RGM Bo Bpemsi nepe6oes B
MATAIOLWEW CETW.

MpumeuyaHne 2 — HacTpoiikn BKAOYaKOT HacTpoiiku OMEPATOPA, HacTpoiiku OTBETCTBEHHOW OPrA-
HU3ALLIUW n pexum paboTbl.

COOTBBNKTBME MPOBEPAIT CUNTbIBAHNEM HACTpoek RGM u coxpaHeHHbIX gaHHbIX MALVEHTA ¢
nocneaywoLwmm OTKAOYEHNEM I‘II/ITAPOUJ,EI7I CETW Ha 25 1 30 ¢ 3a cyeT oTcoeguHeHnsa LWWHYPA MUTA-
HWA. Mocne BoccTaHOBNEHUA NUTAHUA NPOBEPAIOT HEU3ZMEHHOCTb HACTPOEK U COXPAHEHHbIX JaHHbIX.

201.11.8.101.3 ‘PaboTa nocne AAnTeNbHOIO OTKKOYEHUS

B SKCMNNYATALUMOHHOM AOKYMEHTE pomkxHa 6biTb onucaHa pabota RGM nocne oTkaouYeHus
MUTAIOLLEN CETU npy ycnosuu, 4To BIKAYATENb MMTAHNA 0CTAaeTCs B NONoXeHun BKJ/1. ¢ nocneayowmm
BOCCTaHoB/eHneM yepes 30 ¢ unu 6onee.

CooTBeTCTBUE NPOBEPAT UHcnekymeli SKCMAYATAUMNOHHOIO AOKYMEHTA.

201.11.8.101.4 'PE3EPBHbIN UCTOYHUK MNTAHNA

Mpu pa6ote RGM ot PESEPBHOIO MCTOYHUKA MNTAHNA gomkHa NpucyTCTBOBATb NMOCTOSIHHAA
BU3yasibHas VHAMKaLUA.
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Ecnn RGM cHabxeH PE3EPBHbBIM MCTOYHWUKOM MNTAHWSA, oH gonxeH obecneumBaTb No Kpaii-
Hell mepe 30 MWH. HOpMasibHO PaboTbl B YC/IOBUAX, ONpeAeneHHbIX B UHCTPYKLUM N0 3KcnayaTaumu.

CooTBeTCTBME NPOBEPAT DYHKLMOHANBHBIMW UCMITAHUAMM.

201.11.8.101.5 ‘PE3EPBHbIN UICTOYHUK MUTAHUSA ONA TpaHCcnopTupoBaHWA 3a npegenamn me-
OVLMHCKOrO yupexaeHus

RGM. npegHa3HaueHHble A1 UCMNOMb30BaHWA Mpy npodheccroHanbHOM TpaHcnoptuposanuun MALN-
EHTA 3a npegenamu mMeanLMHCKOTO yuypexaeHus, 4o/MKHbl ObiTb 060pyAoBaHbl Nn6o BHYTPEHHUM NC-
TOYHNKOM SNEKTPOSHEPIUA, nu6o PESEPBHBIM NCTOYHUKOM MNTAHWA, cnocobHbIM noaaep-
XvBaTtb No kpaliHeli mepe 14 HopManbHOW paboThl.

CooTBeTCTBME NPOBEPAIOT NOATBEPXKAEHNEM TOTO, YTO MOc/ne OTCoeMHEeHNA OCHOBHOIO UCTOY-
HVKa NMMTaHWA B TeYeHue No kKpaiviHel Mepe 1 4 MOXeT nojAepxmnBaTbcs >lopManbHaa paboTa nnbo 3a
cyeT PE3EPBHOIO UCTOYHUKA NMUTAHWUA, nnbo 3a cyet BHYTPEHHEIO UCTOYHUKA 3J/1EK-
TPOSHEPTIUW.

201.12 TO4YHOCTb OpPraHOB yNpaB/iEHUS U U3MEPUTENbHbIX MPUGOPOB
¥ 3al4MTa OT ONaCHbIX 3HAYEHUI BbIXOAHbIX XapaKkTepUcTuk

MpumMeHsoT MOK 60601-1. pasaen 12, 3a UCK/OUEHWE CNeayioLLero:

201.12.1 TOYHOCTb OpPraHOB ynpaB/eHUs U U3MepuTebHbIX NPU6opPoB

MonpaBka (406aB1Tb NOC/E CYLeCTBYI L NX NPeaoXeHNA):

MapKV1pOBKa OpraHoB yNpas/ieHns rgm A0/KHa 6biTb UETKOW, pasnmuumoii B ycnosusx, onpeaenex-
HbiIXx B MOK 60601-1.7.1.2.

CooTBETCTBME NPOBEPAOT NpoBegeHNeM ncnoiTaHnin M3K 60601-1, 7.1.2.

[lononHuTenbHble nogpasaens:

201.12.1.101 ‘TOYHOCTb U3MEPEHWI

201.12.1.101.1 O6wume nonoxeHus

[na kaxzgoro AbIxaTesibHOro rasa, KOHTPO/Ib KOTOPOro npegycmoTped B RGM. gomkeH gocturatbes ypo-
BeHb TOYHOCTU N3MEPEHWIA, onpeaenenHbiii B Tabnuue 201.102. ivanasoxn MOKA3AHWI, norpeliHocTb
nsmepennii RGM n gns OTBOAAWMX RGM mMuHMMasibHas CKOpoCTb MNOTOka 06pasua, npy KOTOpON BbIMos-
HaTCcA Tpe6oBaHna kK TOUHOCTU UBMEPEHWI, fonkHbI 6biTh Yka3aHbl B MHCTPYKLMW M0 3KCAAyaTaLmu.

Ta6nnya 201.102 — NOMPEWHOCTb U3MEPEHUA KOHLEHTPALNK FA3A. % OB BEMHOW AON

Fa» MorpetuHocTs UBMEPEHUIN

[anoreHMpoBaHHbIi

0, 0, n
UHTANIALMOHHbI AHECTETHK + (OBBEMHAA JONA 0,2 % + 15 % oT nokasaHuii RGM)

Yrnekucnblii ras + (OBbEMHAA AONA 0.43 % + 8 % oT nokasaHuii RGM)
3akucb asoTa + (OB bEMHASA AONA 2.0 % + 8 % oT nokasaHuii RGM)
Kucnopop, + (OBbEMHAA AONA 2.5 % + 2.5 % oT nokazaHuin RGM)

CooTBeTCTBME NPOBEPAIOT UHCNEKLME NHCTPYKL MW MO IKCnayaTauum u cneayowmum ncnbiTaHMem:

a) yctaHaBnuBalwT 1 kKannbpyioT RGM BCOOTBETCTBUN C MHCTPYKLMEN NO aKkcnayaTaymm:

b) MCNONBL3YIOT COOTBETCTBYIOLW YO MCNbITaTe/IbHY0 CMEeCb rasoB, OnpefesieHHylo B Tabnuue
201.103. c gonyckom, He npesbiwawwym 0.2 0 T AONYCKOB, NpuBeAeHHbIX B Tabnuue 201.102.

MpumMmeyaHue — McnbiTaTesibHble rasbl C COOTBETCTBYHOLWEN TOYHOCTBIO MOTYT 6bITh MOJYYEHbI OT U3rOTOBM-
Tenel ucnbiTaTeNbHbIX (3TANOHHbIX) ra30B UK C NOMOLLbI0 COBCTBEHHOTO NPON3BOACTBA HEOGXOAMMbIX UCMbITATENbHbIX
(3TasIOHHbIX) CMeceit ra3oB C YPOBHSAMU ra3oB, ONpeAe/eHHbIMU APYTUMI MeToAamu (HanpuMep, Macc-crnekTpomeTpueit
unn pedpakTomeTpueil). LONOAHUTENbHYIO MHDOPMALMI0 MOXHO HaTK B npunoxeHun CC;

c) nonyyatT MOKA3AHNA RGM npu onpegenerHbix KOHLUEHTPALNAX KAXAOIO FA3A, KOH-
TPONb KOTOPOro npeaycmMoTpeH B RGM:

d) nposepsioT, 4T0o TOUHOCTb UBMEPEHWI ans kax40ro rasa, KOHTPOSIb KOTOPOTo NpeaycMo-
TpeH B RGM. HaxoauTca B Nnpegenax, onpegenenHsix B Tabnuue 201.102.
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HeobXoauMOo YU TbiBaTb KOPPEKTHYI0 YTUAMN3ALMNI0 UCNbITATeNbHbIX (3TANIOHHbIX) CMeceil rasos.

201.12.1.101.2 'APEW® MOKA3AHWNI RGM

[na Kkaxporo ApixatenibHOro rasa, KOHTPO/b KOTOPOro npegycMotpeH B RGM. OPEN® TOYHOCTU
W3MEPEHUW gonmxeH coOOTBETCTBOBATL TPeBOBAHMAM K TOUHOCTW, ONpedeneHHsM B Tabnuue 201.102.
B TeYeHMe He MeHee 6 4 Npu UCMOMNb30BaHNN B COOTBETCTBUM C UHCTPYKLMER Mo aKcnsyaTauum co CMecsamm
raso., npuBeAeHHbIMN B Tabnnue 201.103. OPEV® TOYHOCTU U3MEPEHWI fonxeH 6biTh yKasaH B UH-
CTPYKLMM NO 3Kcnayatauun.

Ta6nnua 201.103 — Cmecu ana usmepenns TOUHOCTU UBMEPEHWN. APEW®A n OBLErO BPEMEHW OT-
BETA CUICTEMbl YPOBHMU FA3A. % OBBEMHOW AOJN

AzoT

OcTanbHoe
OcTanbHoe
OcTtanbHoe
OcTanbHoe
OcTtanbHoe
OcTanbHoe
OcTtanbHoe
OcTtanbHoe
OcTanbHoe
OcTtanbHoe
OcTanbHoe
OcTtanbHoe
OcTtanbHoe
OcTanbHoe
OcTtanbHoe
OcTtanbHoe
OcTtanbHoe
OcTtanbHoe
OcTanbHoe
OcTtanbHoe
OcTanbHoe
OcTtanbHoe
OcTtanbHoe
OcTanbHoe
OcTtanbHoe

OcTtanbHoe

3akuch
asora

udpnio-
pava’ paHa>

V3odpnio- CeHo- [Jecdpnio-
chnopamva) pama>

lanoTaH®)
30
65Chbo
0.5
1.0%
4.0bMO
0.5
1.0C
5,0b)'d>
0.5
1,0e»
5.tFW>
0.5
1.0e)
5.0bM

o4
15><)

n‘ BknoyaeTtcs, ecnm RGM npegHasHayeH A1 UCMONb30BaHUA C 3TUM rasoMm.

b) inn MakcMmanbHO BO3MOXHOE NOKasaHue, eC OHO HUXE, YeM U3MEPEHHOE 3HaueHue.

c| 3Ty cMecb MCNONb3yT ANS UcNbITaHua Ha JIPEN® TOUHOCTU M3MEPEHWS (ecAn npuMeHuMo).

d>3Ty cmecb ucnonb3yT ANA mucnbiTaHma Ha OBWEE BPEMA OTBETA CUCTEMbI (ecnu npumeHumo).
Ansa nenbitaHnsa Ha OBWEE BPEMA OTBETA CUCTEMbI gonycTuMo ucnonb3osaTb UCMbITaTe/IbHYO CMECh ra3oB
C MeHbLUEeR TOYHOCTbIO.

Yrnekwc-

Kucnopoa Nbll ra3

0.0
2.5
5,0c)d>
10,0
15.0
21.0
40.0
60.0%0
100.0
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CoO0TBETCTBME NPOBEPAIOT MHCMEKUMEN MHCTPYKL MM MO IKCNayaTauum n cnesyowmum ncnbiTaHNeM:

Ona RGM. ycTaHOB/IEHHOTO, OTKAIMOGPOBAHHOIO N paboTalL,ero BCOOTBETCTBUN C UHCTPYKL e
no akcnayatauuu, npoBoAAT ucnbiTaHnsa 201.12.1.101.1. ucnonb3ys ncnblitTatenbHble (3TaNOHHbIE) rasbl
ana vucneiTanua IPEN®A TOUHOCTY MBMEPEHWSA, ykasaHHble B Tabnuue 201.103. Ocyl,ecTBAAT
3a60p 06pasLoB onpeAeneHHbIX NCNblTaTeNbHbIX (3TANO0HHbIX) CMeceli ra3oB kaxable 34no kpaiHel mepe
Tpu pasa (Bcero 6 u). Mexagy MmomeHTamu 3abopa o6pasuos nocpecTBOM RGM Ao/mkeH 6bI Tb BbINOSIHEH
3a60p 06pa3uoB BHELIHEro Bo3ayxa. HeobxoAMMO yUnTbiBaTbh KOPPEKTHYH YTUAU3AUUIO UChblTaTeNb-
HbIX (3Ta/IOHHbIX) CMOCBIA ra3os.

MpoBepsT, 4TO Tpeb6oBaHusa K TOUHOCTUN USMEPEHWA, npuBegeHHble B Tabnuue 201.102. Bbl-
NONHATCA A1 KaX40ro 3abopa 06pasuos 415 KaxA0ro ucnoeitatesnibHoro YPOBHA MFA3A.

201.12.1.101.3 ‘TOYHOCTb U3MEPEHUY MAPAMETPOB FA3A B CMecsix rasos

[na kaxporo AbixaTeflbHOro rasa, KOHTPO/Ib KOTOpPOro npegycmotpeH B RGM, gomkHa gocturarbcs
TOYHOCTb U3MEPEHWIN MOKA3AHUI RGM B cmecsx rasos, onpeaeneHHas s Taénuue 201.102. npu
MCMNO/Ib30BaHUN CMeceli ra3oB, onpefeneHHbix B Tabnmuye 201.104.

CooTBeTCTBVE NPOBEPAIOT UHCNEKUMEN NHCTPYKL MW MO KCnayaTauum n cnefyowmnm ncnbiTaHnem:

YcTaHaBnuBawT 1 KanmbpytoT RGM BCOOTBETCTBUN C MHCTPYKLMEN NO 3KCnayaTauum u npoBo-
OAT ero UcnblTaHUs, UCNOMb3ys NCNblTaTeibHble (3Ta/IOHHbIE) rasbl, onpejesneHHble B Tabnuue 201.104.
npu TemnepaTtype okpyxawuwei cpegbl (23 + 2) BC. Ans kaxpgoro YPOBHSA gbixatenbHoro FA3A,
oTo6paxaemMoro B 4YMC/IOBOM BuAae, MPOBEPSAOT, UTO BbINO/HEHbl TpeboBaHus Kk TOYHOCTU N3-
MEPEHWW. onpegenexHbie B Ta6nuue 201.102. He06X04MMO yUNThIBaTh KOPPEKTHYIO YTUIN3ALMIO
ncnblTaTenbHbIX CMOCBI ras3oB. Icnonb3yl0T COOTBETCTBYHOLW YO MUCMbiTaTe/bHY0 CMeCb rasos,
onpegenexHHyto B Tabnuue 201.104. c gonyckom, He npesbiwarwwmum 0.2 0T A0ONYCKOB, NPUBEAEHHbIX B
Tabnunuye 201.102.

Ta6nuua 201.104 — Cmecu ans onpegenelns TOUHOCTN U3MEPEHUA KOHLEEHTPALMY FA3A. % OB bEM-
HOW fonu

e WS ey mew SR Omno Wb Ombus e
5 30 40 OCJ::"' 2.0
5 30 40 Ocrane- 2.0
5 30 40 OCJ::"' 2.0
5 30 40 Ocrane- 20
HOoe
5 30 40 OCJ:;"' 8.0
5 OcTan- 30
5 o0 60

a| Bkntoyaetcs, ecn RGM npegHasHayeH A/ UCN0/b30BaHUs C 3TOW CMEChI0 rasos.

bl lnsi ucrnbiTaTeNbHbIX (3Ta/IOHHBIX) ra30B, NOArOTOB/SAEMbIX HA MECTE, 3aKUCb a30Ta MOXET GbiTb yBE/MYEHa
[10 YPOBHSI «OCTanbHOE», a a30T UCKOYEH N3 CMecH.

c>Ecnn He NpeayCcMOTPEHO NMPUMEHEHNE 3aKUCU a30Ta, UCMOMb3YIT a3oT.

201.12.1.102 'OBWLLEE BPEMA OTBETA CUNCTEMbI 1 Bpems HapactaHusa

NMOCTOAHHAA BPEMEHW OTBETA CUCTEMbI gomkHa 6biTb Yka3aHa B MHCTPYKLUKM MO aKcnaya-
Tauun. Ans OTBOAAWMX RGM B MHCTPYKLMKU NO 3KCnayaTauum fomKHO 6biTb ykasaHo OBLLEE BPEMA
OTBETA CUCTEMbI 1 Bpems HapacTaHusi ¢ 10 4o 90 % npu HOMWHAJ/IbHOW ckopocTu noToka rasa B
oTBoAsleM yyactke. MOCTOAHHAA BPEMEHW OTBETA CUCTEMbI 1 Bpems HapacTtaHus MOryT 6biTb
OTA,EeNbHO YKa3aHbl ANA PasHbIX KOHUIypaumuii fbixaTenbHOl CUCTEMDI.
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CooTBETCTBME NPOBEPAIDT UHCNEKUME UHCTPYKLUM NO 3KCNAyaTauun 1 cnegyowmm ncnbliTaHueMm:

YctaHaBnueaioT RGM B COOTBETCTBMM C MHCTPYKUMEN NO aKkcnayaTaumnm U NOACOEANHAIT ero K
ncnblTaTeNbHOW ycTaHOBKe, COOpaHHOW COrnacHo nNpuBeAeHHON Ha pucyHke 201.101. Heob6xoAnMo yuu-
TbiBaTb KOPPEKTHY YyTUAN3aLMI0 UCMblTATeNbHbIX CMECei ra3os.

CoeaunHsAT RGM ¢ cOOTBETCTBYH LW MM YCTPOWCTBOM 3anucu.

[na cooTBeTCTBYI W MX CMeECei ra3os, NpuBefeHHbIX B Tabnuue 201.103 (4oNoNHUTENbHYO MHGOpP-
mauuto cM. B cHocke d) Tabnumubl 201.103). npy ckopocTu nontoka 60 n/MyH gns oTBepcTus guameTpom 20 Mm
(Wnun aKBMBANEHTHO cpefHel MMHeNHON CKOpPOCTY rasa AN OTBEPCTUIA ApYrUX AvaMeTpoB) NPU YCNOBUU,
yn gnameTp oteepctua nsmepsetca B OBJIACTU OTBOPA OBPA3LIOB, BLINOMHAKT LUKINYECKOE O T -
KpbiBaHVe 1 3akpbiBaHue knanaHa(os) n dukcupytoT OBWEE BPEMA OTBETA CUCTEMbI n gns OTBO-
OAWNMX RGM Bpemsa HapacTaHusa ¢ 10 o 90 %. MoBTOpsO T Npoueaypy 4N faHHOU e AUHCTBEHHOI cMecu
raszos 20 pa3 n onpegenawT cpegHee OBUWEE BPEMA OTBETA CUCTEMbI. Ana OTBOAAWNX RGM
NOBTOPAIOT NPU KAXA0W onpeAeneHHol CKOPOCTHM ras3a B yyacTke oTBefeHus. [ToBTOPSAO T npoueaypy 4ns
KaxK[,0/ KOH(UTYpaL MK AbiXaTe/IbHOW CUCTEMbI, ONPeAEeNEeHHON B UHCTPYKLUM NO 3KCnyaTauum.

1— ucnbiTyemblii RGM; 2 — chnoymeTp; 3 — KanubpoBaHHbI (3TaNOHHbII) Tas;
4 — cxaTblil BO3AYX UMW KAaNMGPOBaHHbIA (3TANOHHBIA) ras; 5 — OTKPbLIThIA BbIXOJ €0 BHEWHIOO cpeay;
6 — ABa 3-X040BbIX kflanaHa (He CMelWnBaKLWNX), KOHTPONUPYEMbIX NoAayeil NUTaHus;
7 — patuunio'OBbMlacte OTBOPA OBPA3LIOB; B — Tpy6ka (npenatcTBylowas o6paTHoMy noToky), 9 — nogaya nurtaHusa

NMpuMeuyaHne — Heo6X04UMO NPUHATL Mepbl 415 MUHUMU3ALUM AMHBI TPYGOK Mexay knanaHamu u OBJ1A-
CTbO OTBOPA OBPA3LIOB.

PucyHok 201.101 — WcnbiTatenbHas yctaHoBka ansa onpegenedns OBWENO BPEMEHW
OTBETA CUCTEMBbI gns RGM

201.12.1.103 ‘OTobpaxeHune egnHun, usmepernuns B MOKA3AHVAX RGM

EauvHnuesl nsmeperna NMOKA3AHMIA RGM gonxHel 0To6paxartsca Ao NocTosHHO, NGO No 3anpocy
OlNEPATOPA. Ecnn OTNEPATOP meHAeT efuHULbI U3MEPEHNSA C eAUHNL, N3MEPEHUs N0 YMONYaHuio, onpe-
JenenHbix N3rOTOBUTENEM nnu OTBETCTBEHHOW OPTAHU3ALVEN, eamHnyp N3MepeHusa [OMKHbI
0TO6paXaTbCs HenpepbIBHO.

CooTBETCTBME NPOBEPSAIOT MHCNEKUME MAPKMPOBKU N MHCTPYKLUW MO 3KcnayaTauum.

201.12.1.104 ‘OTobpaxeHune pexuma paboTbl

PeX1Mbl, OTIYHbIE OT HOPMAJTLHOTO pexuma paboTbl (HanpUmMep, AeMOHCTPaLNs, caMoguarHocTrka, ycra-
HOBKa, XAYLUWIA PeXxuM U T. f.). AO/MKHbI 0TOOpaXaTbCA HenpepbiBHO. Mo ncteveHnn 1 MuH. 6e3 BMeLLaTenbcTBa
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onepatopa fpyrve pexvmbl, KpOMe XAYLLero pexuma, A0/KHbI aBTOMaTUYECK) BO3BpaLLaTbC B HOPMasib-
HbI (LUTATHBIA) peXxuM paboThbl.
CooTBeTCTBME NMPOBEPAIOT PYHKUNOHANBHBLIMU NCTbITAHUAMMU.

201.13 OMACHBbIE CUTYAUWW u ycnoBusa HapyweHus

MpumeHsaoT MOK 60601-1. pa3gen 13.

20114 I_IporpaMMleyeMble 2nNeKTpnyeckKkmne MmegunymMHCKmMe cmcrtemMbl

(programmable electrical medical systems, pems)

MpumeHsaloT MK 60601-1. pasgen 14.

201.15 KOHCTPYKUNA me uspenusn

MpumeHatoT M3K 60601-1. pasgen 15. 3a UCKIOYEHMEM ClEeAYIOLEro:

[ononHutenbHble nogpasnens:

201.15.3.5.101 ‘fononHuTenbHble TpeboBaHus Ana rpyboro obpalleHns

201.15.3.5.101.1 ‘Ypgap vn Bubpaunsa

rgm Wn Ux 4acTu, He npefHasHavyeHHble 419 UCNOb30BaHus Npu NpoeccMoHaibHOM TpaHCNopTUpo-
BaHun NMALMEHTA 3a npegenamu MeAULMHCKOTO YYpexaeHUs, AO/MKHbI UMETb afieKBaTHY0 MexXaHNYecKyto
NPOYHOCTb NPU BO3AEACTBUM MEXaHUYECKUX Harpysok, Bbi3BaHHbIX HOPMAJIbHOW 3KCMNYATALVEN,
TONKaHUEeM, yaapoM, najeHnemM n HebpexHbiM obpauieHnem. CTALUMOHAPHbBIE ME U3LENNA ocBob6oX-
[atoTcs oT TpeboBaHuii faHHOro nogpasgena.

Mocne cnepywWux NcnbiTaHWUii rgm gomkHel COXpaHATb BE3OMACHOCTbL C YYUETOM OCHOBHbIX
PYHKUMNOHANBbHBLIX XAPAKTEPUCTUK.

CooTBeTCTBUE MPOBEPSAIOT NPOBEAEHNEM CEAYIOLNX NCMbITAHUIA.

a) McnbiTaHne Ha yaap B cooTBeTcTBUU ¢ MOK 60068-2-27, ucnonb3ys crefytoLue ycnoBus.

MpumeuyaHne 1— MNpeacrasnaer M3AKOTP 60721-4-7. knacc 7TM2.

1) Twn ucnbiTaHma: Tun 1

- nMvKoBoe yckopeHue: 150 m/c2 (15 a):

- MPOAONXKUTENBHOCTL: 11 MC:

- hbopma umnynbLca: NoycuHyc,

- 4ucno yAapoB: TPU yapa B KaX40M 0CeBOM HanpasneHun (scero 18).
2) TunucnblTaHusa: Tun 2

- nukosoe yckopeHune: 300 m/c7 (30 A):

- MPOAOJ/IXUTCABLIIOCTb: 6 MC;

- thbopma umnynbca: NoaycuHyc:

- YXCMOo yAapoB: TPU yAapa B KaX40M 0CeBOM HarnpasneHumn (scero 18).

MpumeuaHne 2 — [NepeHocHble rgm. COOTBETCTBYIOWME Tpe6oBaHuAM M3K 60601-1, 15.3.4.1. cuutatoTcs
COOTBETCTBYIOLMMMN JaHHOMY Tpe6oBaHuIo.

b) VcnbiTaHMe Ha LWMPOKONOJIOCHYIO C/yyaiiHyo Bubpauuo B cooTBeTCcTBUMN ¢ MIK 60068-2-64. nc-
nosb3ysa cnepytoLime ycroBus.

MpumevaHune 3 — lMpeactaBnaer MIK/TP 60721-4-7. knacc 7M1 n 7M2.

1) AMNnNnTyaa yckopeHus:

- 0T 1040 100 lNy: 1.0 (m/c2) 2T u;:

- 0T 100 go 200w, -3 Ab Ha okTaBYy:

- 0T 200 go 2000 ly: 0.5 (m/c2 2Ty,

2) M1pofOoNKUTENbHOCTb: 10 MUH. Ha KaxAyHo B3avMHO NepneHanKynspHYo ocb (BCEro Tpu).

PekomeHgyeTcs NPoAO/IKUTENBHOCTL 30 MUH. Ha KaxAyl B3avMHO NeprneHAuKyIapHy0 ocb (BCEro
TpN).

c) MposepswT, uTo coxpaHsetca BE3OMACHOCTb C YYETOM OCHOBHbIX ®YHKLUWOHANb-
HbIX XAPAKTEPUCTWK.
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201.15.3.5.101.2 ‘Ypap v Bubpauua npu npoeccmoHaribHOM TpaHCNopTUpoBaHUm

rgm WM UX YacTu, npefHasHayeHHble 418 UCNOJSIb30BaHUSA Npu NpoteccuoHasibHOM TpaHCNopTUpo-
BaHun NMALIVNEHTA 3a npegenamv MeULMHCKOrO yupexaeHus, AOMMKHbl UMeTb afjleKBaTHY0 MeXaHU4YecKyto
NPOYHOCTbL NPU BO3AENCTBUN MEXaHW4YeCKuUX Harpysok, Bbi3BaHHbIX HOPMAJIbHOW 3KCMIYATALVER,
TONKaHWEeM, yaapoM, nafgeHnem 1 HebpexHbiM obpalleHnem.

Mocne npoBefeHVs cneaywwmnx UCbITaHWA rgm pgomxkHsl cCoOxpaHaTb BESOMACHOCTb C YYETOM
OCHOBHbIX ®YHKLUWMOHANBbHbIX XAPAKTEPUCTUK.

MpumevaHune 1— ME U3AENNA, cooTBeTCTBYOWME, NOMHOCTLIO UM YACTUYHO, MO pe3ysibTatam UCMblTaHus
Tpeb6oBaHunsam 201.15.3.5.101.2. cynTaloTCcs COOTBETCTBYOLWMUMM TpeboBaHuam 201.15.3.5.101.1.

CoOTBeTCTBME NPOBEPAIOT CAEAYIOLMMUN NCMbITAHUAMN.
a) McnbiTaHne Hayaap B cooTBeTcTBUN ¢ MIOK 60068-2-27. ncnonb3ys cnegyroLne ycnosus.

MpumeyaHne 2— lMNpeactaBnser M3K/TP 60721-4-7. knacc 7M3.

1) Twn ucnbiTaHusa: Tun 1

- nukoBoe yckopeHue: 300 m/c2 (30 a):

- NPOAO/IKNTENbHOCTL: 11 MC:

- thopma nmnynbca: NosycuHyc:

- 4nCno yAapoB: TPW yAapa B kax/A0M 0CeBOM HanpasneHun (scero 18).

2) Tvn ucnbiTaHua: Tun 2

- nukoBoe yckopeHue. 1000 m/c2 (100 p);

- MPOAO/IKUTENBLHOCTL: 6 MC:

- thopma nmnynbca: NoaycuHyc:

* YKC/I0 YAApOoB: TP Y yAapa B Kax /oM 0CeBOM HarnpasfeHun (Bcero 18).

b) WcnbiTaHWe Ha LWMPOKOMOJIOCHYH CryyaiiHyto Bubpaumio B cooTBeTcTBUM ¢ MOK 60068-2-64. nc-
nonb3ys cnefyrolme ycnosus.

MpumeyaHne 3 — lMNpeacTtaBnser M3K/TP60721-4-7. knacc 7M3.

1) AMNAnTyAa yCcKopeHus:

- 0T 1040 100 My: 5.0 (m/c2)2Tu;

- 0T 100840 200 Ny:-7 OB Ha OKTaBy:

- 0T 200 go 2000 Ny: 1.0 (m/c22T .

2) MpofomknTeNnbHOCTb: 30 MVH. Ha KaXXAyl B3avMHO NepneHAnKyNspHyo ocb (BCero Tpu).

c) CBobogHoe nageHue B cooTBeTcTBUN ¢ MIK 60068-2-31. ncnonb3ysa MPOLEAYPY 1wu cneayto-
L1e ycnosus.

MpumevyaHne 4 — lMNpeactasnser M3K/TP 60721-4-7. knacc 7TM2.

1) BbicoTa nageHus:

- Ana maccbl MeHee 1kr: 0.25 wm;

- anamaccbloT 1m go 10kr: 0.1 m:

- ana maccbl 0T 10 1M go 50 kr: 0.05 m:

- AN1A Mmaccbl MeHee unu pasHo 50 kr: 0.01 m.

2) *Yucno nageHwuii: 04HO A8 KaXA0ro onpeaeneTioro nonoxeHns.

PekomeHayeTcs ABa NafleHUs 4118 KaX40ro onpeaeneHHoro nonoXeHus.

Ona MOPTATUBHBLIX RGM. ans koTopbiX NpefycMOTPEHO Ucnosb3oBaHue yTnsapa Ans nepeHocky,
3TOT hyTNAp MOXeT 6bITb HageT Ha ME U3AE/TME BO BpemMs UCNbITaHUSA.

d) MposepsatT, 4To coxpaHseTca BE3OMNACHOCTb C YYETOM OCHOBHbIX ®YHKLMNOHANDb-
HbIX XAPAKTEPUCTUWK.

201.15.101 ‘Pexum paboThl
rgm Ao/xeH noaxoauTtb ans MPOAOJ/DKUTENIBHOIO PEXXNMA PABOTHI.

CooTBeTCTBME NPOBEPSAIOT UHCMEKUMEN MHCTPYKLMN NO aKChayaTaumum.
201.16 ME CUCTEMbI
MpumeHaT M3K 60601-1, pa3gen 16.
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201.17 SneKkTpomarHMTHass COBMECTUMOCTb me nsgenuii u me cuctem

MpumeHsaoT MK 60601-1. pasgen 17.
HoBblo pasgensi:

201.101 'BnusiHMe npuMecei rasos 1 napos

KonunuecTtBeHHoe BnvsiHKe (ecnv oHo npucyTcteyeT) Ha TA30BbLIE MOKA3AHUA npumeceli razosc YPOB-
HAMW TA30B, nepeuncneHHbiMu B Tabnue 201.105. fO/MKHO BbITh YKa3aHOo B MHCTPYKLMW MO 3KCnayaTaumn.
CooTBeTCTBME NMPOBEPSAOT MHCMEKLMEH NHCTPYKLUN NO 3KCNayaTauuu.

Ta6nuya 201.105 — VcnbiTaTenbHble (3TanoHHble) KOHUEHTPALIMW TA30B 1 MAPOB B coctase cmeceit KOH-
LEHTPALMSA FA3A. % OB BEMHOW 40NN

a3 nnm nap YPOBEHb M A3A
3aknch asota 60=»
[anoTtaH 4»)
SHniopaH 5»)
N3odopaH S5a»
CesodntopaH 5»)
KceHoH o)
Fenwii 50=)
MponenneHTbl 403UPYIOLWNX UHTaNATOPOB Onpegenser N3ATOTOBUTE/Tb
ABcdnopaH 15q)
JT1aHon Onpepgensiet USTOTOBUTE/Tb
M3onponaHon Onpepenset USTOTOBUTE/Tb
AueToH Onpepgensetr UBTOTOBUTE/b
MeTtaH Onpepgenser N3FrOTOBUTE/b

WcnbiTatensHblli YPOBEHDB TA3A gonmxeH 6biTb B npegenax + 20 % oT onpefeneHHOro ypoBHS.
3> Ecnu npefyCMOTPEHO UCMONb30BaHUE C FanoreHNPoBaHHbIMU UHFANSALMOHHBIMU @aHeCcTeTUKaMM.
b> ECnv npegycMOTPEHO UCNO/Ib30BaHNe C KCEHOHOM.

c Ecnu npeflycMOTPEHO UCNO/b30BaHNE C refiem.

201.102 'YTeuka rasa

CkopocTb yTeukn yepe3s JATUMK HEOTBOAAWENO RGM He po/mkHa npesblwaTtb 10 MA/MUH npu
fasnenunn 60 rlMa (60 cm BoApl).

CooTBeTCTBME NPOBEPAIT C UCNOMNb30BaHNEM AaTumnKa AasneHus, umerwowero TOYHOCTb N3ME-
PEHWW + 3 rMa (3 cm Bogpl), M yCTPOiicTBa AN U3MEpeHns CKOpOCTU NoToka, umetouiero TOUYHOCTb
W3MEPEHWW + 2 ma/MuH. Co6upaioT RGM Takum 06pasoM, 4To6bl JATUWK 661 ycTaHOBNEH B NOAXO-
Aswmii no pasmepam NopT UCNbITAaTENbHON YCTAHOBKY, BK/IOUALOLLEN BXOAHON COEAUHUTENb, HA KOTOPbI i
nogalwT ncnbliTaTeNbHbIA ra3 n K KOTOPOMY NOAKNIOYEHO YCTPOMNCTBO A1 U3MEPEHUss CKOPOCTM MOToKa.
CoefvHAIT AaTunK JaBeHns C TPeTbUM NOPTOM MUCMbITaTeNbHON YyCTAaHOBKMW. [1aBHO peryinpyoT CKo-
pOCTb NOTOKa TakK. YTOGblI LOCTUTHYTb [AaB/ieHUsi B UCNblTaTENbHOI YyCcTaHOBKe (CM. pucyHok 201.101) B
60 rMa (60 cm BoAbl). ONpenenstoT CKOPOCTb NOTOKa, HEOOXOAMMYIO AN1A NOAAEPXKAHUSA 3TOT0 AaB/eHus.

201.103 'CoepgunHutenun (KoHHekTopbl) noptos Ana OTBOAALLNX RGM

CoeguHnteny noptoB OTBOAALLMX RGM 1 nx nprHag/iexHocTeil o/mMkHbI cooTBeTcTBOBaTh VICO 80369-1.
CooTBeTCTBUE NMPOBEPSAIOT UHCNEKLUNEN.
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201.104 ‘ MmHUManbHasi CKOpPOCTb NOToKa A9 oT6opa 06pasLoBs

Ecnn B OTBOAALWLNX RGM BO3HMKaeT cuTyaLms, Korga HEBO3MOXHO NOALEPXUBATL CKOPOCTb NOTO-
ka. Heob6xogumyto ans HOPMAJTIbHOW 3KCTTYATALMU, 3T0 A0MKHO 6bITh OTOGPaXEHO.
CooTBeTCTBME NPOBEPAIOT PYHKLMOHANBHBIMY UCTBITAHUSMU.

201.105 *3arpsasHeHune gbixatesibHblX CUCTEM

201.105.1 TPYBKA (MATUCTPANbL) ANA OTBOPA OBPA3LOB

[omkHa 6bITb UCK/OYEHA BO3MOXHOCTb MOMEHATb HanpasfeHue noTtoka yepe3d TPYBKY (MAIWU-
CTPAJb) ANA OTBOPA OBPA3L0OB B OTBOAALWNX RGM.
CooTBeTCTBME NPOBEPSAIOT MHCNEKLMEN N DYHKLMOHANTBHBIMW UCNbITAHUAMMU.

201.105.2 BeixogHasa Tpybka

Ecnn B HOPMAJIbHbBIX YCNOBUAX nYCNOBUAX EAUHNYHOIO HAPYLWEHNA cywecTByeT He-
npuemnemsiit PUCK nepekpectHoro 3apaxeHns, RGM fomkHbl 6bITb pa3paboTaHbl Takum 06pasom, YToGbI
o6pasupbl ra3oB He BO3BpaLLa/vCh B AblXaTesibHYl0 CUCTeMy.

CooTBeTCTBME NPOBEPSAIOT UHCMEKUNEN N UHCTIEKLMEN SANNA MEHEOXXMEHTA PUCKA.

202 SnekTpoMarHuTHasi COBMECTMMOCTb. TpeboBaHUA U UCNbITaHUA

MpumeHaoT M3K 60601-1-2. 3a UCK/IIOUYEHNEM CliefyoLLero:

202.6.2.1.7 ‘MogenuposaHune NMALVEHTA

[ononHeHve (gononHUTeNbHbIA Naparpad):

[ina nposepkn YCTONUYNBOCTU RGM c kaxabiM JATUMKOM, npuBefeHHLIM B MHCTPYKLMK MO 3KC-
nnyataumn. RGM fo/XeH NpoxoAuTb UCMbITaHME CO CMEeCbio rasoB, KoTopas obecneymBaeT COOTHOLIEHUE
curHan/wym. mMogenvpyrowee XyAwuin BapnaHT dmsmonormyeckoro curdHana MALMVEHTA. Ecnn RGM He
oTobpaxaeT MrHoBeHHble MTOKA3AHWA RGM B HOpManbHOM pexume paboTbl, UCTbITAHUSA MOTYT NPOBOAUTL
B CMeLunanbHOM pexume Uam ¢ UCNob30BaHneM CreuuanbHOro NporpamMMHoOro obecneyvyeHus, B KOTOPOM OTO-
6paXxatoTCa MrHOBEHHbIE 3HAYEHMS.

202.6.2.1.10 ' KpuTepum COOTBETCTBUSA

3ameHa:

Mpyn YCNOBUSAX UCMbITAHUA Ha YCTOMUMBOCTb, onpeaeneHHbix B M3K 60601-1-2, 6.2. rgm
AO0/DKHbI NpoAo/KaTb obecneunBaTb 6e30NaCHOCTb C yYeTOM OCHOBHbIX DYHKLMNOHAabHbIX XapakTepucTuK.

MpumeyaHne — B pamkax HacToswero ctaHgapta RGM He cuuTalTcs Xu3Heobecneunsawwmmm ME N3-
AENNAMU nnm ME CUCTEMAMU.

[oMmKHbI NPUMEHATL CnefyloLime YC/0BUSA, CBA3aHHbIE C 6€30MacHOCTbIO C YUETOM OCHOBHbIX (PYHK-
UMNOHa/TbHbIX XapaKTepVICTVIK:

aa) npu n6eIx YCIOBUAX UCTBITAHUSA Ha YCTONUMBOCTD, onpeaeneHHbix B MK 60601-1-2,
6.2 1202.6.2.3.1 a), He NPOUCXOANT NOCTOSHHOIO YXYALUEHNUS WU HEBOCCTAHABIMBAEMOrO HapyLLeHns pabo-
Tbl. CBSI3aHHbIX C noBpexaeHnem ME N3LENTNA (KOMNOHEHTOB) UM NPOrpaMMHOr0 06ecneyveHns, a Takke
noTepu AaHHbIX:

bb) He npoucxoanT n3MeHeHne pexuma paboThbl:

cc) paboTa B onpefeneHHbIx npegenax TOYHOCTU U3MEPEHUW unn cpabatsisaHne CUTHAU-
3AUNN MO TEXHNYECKUM MPUYNHAM:

dd) B cnyyae HapylueHus paboTbl BO BpeMS UCMbITaHUSI Ha YCTONYMBOCTbL No MIK 60601-1-2. 6.2.2,
6.2.4. 6.2.5 n 6.2.7, RGM pomxeH BOCCTaHOBUTb (DYHKLMOHMpOBaHNe nocne cbos B TeyeHne 30 c 6e3 BMe-
watensctea ONEPATOPA.

202.6.2.3.1 ‘TpeboBaHus

[ononHeHve [fo6aBnThb K a)]:

B gononHeHne Kk 3TuM Tpe6oBaHnaM RGM. npefgHasHayeHHbIli ANA MCNoNb30BaHWA Npu npodeccuo-
HanbHOM TpaHcnopTupoBaHun MALIMEHTA 3a npegenamv mMeAuUMHCKOTO yypexaeHus, OO/XKEH COOTBeT-
ctBoBaTh MK 60601-1-2, 6.2.1.10 gns UCMbITATE/IbHOIO YPOBHSA npu UCMbLITAHUN HA YCTOM-
UYMBOCTb 20 B/m (80 % amnauTyfHO-MOA4YyNMpoBaHHbIi npyu 1000 My) B gnanasoHe ot 80 My ao 2.5 My
(cm. M3K 60601-1-2. Tabnuua 9).

19



FOCT P NCO 80601-2-55—2015

CooTBETCTBUE NPOBEPAT NPOBEAEHNEM UCMbITAHN N0 MIK 60601-1-2. 6.2. OueHnBalOT OTBET
RGM Bo BpeMs 1 nocne 3TUX UCNbITaHU COrNacHoO ykasaHUsAM, NPUBEAEHHBIM BbiLLE.

206 32kcnnyaTtaunoHHas NpuUrogHocTb

MpumeHnsaT MK 60601-1-6, 3a UCKOYEHNEM CNeayIoLLEro.

206.6.2.2.2 OCHOBHbIE PABOYUE ®YHKUWNWN

Ona RGM OCHOBHbIMW PABOUMMW ®YHKLIMAMW ponxHbl cuutatb cnegyoLume,
aa) Habnogenne MOKA3SAHUIN RGM.

Mpumep — KOHUEHTpaLuUN COAEPXMUMOTO KUCIOPOAa BO BAbIXaeMoli CMEcH, Yrnekucnoro rasa, aHecTe-
3UPpYOLWNX BEWECTB;

bb) yctaHoska MPEAE/IOB CPABATBIBAHUA CUTHANTU3ALNI:

cc) oTknwouveHne CUTHANA CUTHANN3ALNN,

dd) gna OTBOAALWNX RGM perynupoBka cKkopocTu oTbopa rasa B 06/1aCTU OTBEAEHUS, ecnn
npeaycMoTpeHa:

ee) obnacTtb nofcoeanHeHNs aatumka, unv OBTACTU OTBEOPA OBPA3LOB, unu K AbixaTebHON CUCTEME;

ff) 3anyck RGM nocne oTkYeHus;

gg) 3anyck RGM u3 xayLiero pexuma.

208 OcHOBHble TpeboBaHMA, UCNbITAHUA U PYKOBOACTBA A/19 CUCTEM
curHanmsauymm B ME N3LAEJTNAX n ME CUNCTEMAX

MpumeHsaoT MK 60601-1-8, 3a UCK/IOYEHNEM CriefyloLero:
208.6.1.2 ‘Mpuoputet YCNIOBUWN CPABATbLIBAHUA CUTHANTN3ALNN

MpumeyaHne — B pamkax HacTosLlero craHgapTa 3HadeHuss MAK cumtatoTcs TakvMy, Kak ykasaHo BO BKNa-
Abllle B ynakoBKe /iekapcTBa AN1A KaXKaoro MHrasiauyoHHOIo BellecTsa.

[na kaxpnoro AbixaTenbHOro rasa, KOHTPO/1b KOTOPOro npegycmoTpeH B RGM. CUCTEMA CUTHANN-
3ALMN ponxHa chopmuposats YC/IOBUA CPABATBIBAHVA CUTHANUSALNN ana NMOKA3AHUM RGM
C MUHMMAaNbHbLIM NPUOPUTETOM, YKa3aHHbIM B Tabnuue 201.106.

Ecnn RGM cnocobeH onpeaenstb Hamune 6onee Yem 0HOrO rasloreHMpPoeaHHoro aHecTe3npyHoLLLEro Be-
LlecTBa B ra3oBOii CMecK, HO He onpeaensaTb konnyectseHHo YPOBHW FTA30B ¢ oTo6paxeHnem MOKA3AHWN
RGM 3Toii cMecu, T A0/mKHa GbITb NPeaycMOTPeHa BO3MOXHOCTL (hopMupoBaHns YCNTOBUI CPABATLIBA-
HNA CUTHANTN3ALUMN CPEAHEIO MPUOPUTETA B npucyTCTBMM A@HHOI cmeck (cm. Tabnuuy 201.106).

Ecnn RGM cnocobeH onpefenaTb Hanuume, KONMYECTBO M 0TO6paxaTb 3HAYEHUS A5 CMECU TasioreHu-
POBaHHbIX NHrANALMOHHbLIX aHecTeTUkoB. RGM foskeH:

- hopmuposaTtb YCIOBUA CPABATbIBAHNA CUTHANTU3ALNN HN3KOITO NPNOPUTETA B nto-
60m cny4vae, korga RGM 06HapyXu CMeCb rasloreHUPOBAHHbLIX UHFANSALMOHHbIX aHEeCTETMKOB MeHee 3 MAK
(cm. Tabnuuy 201.107), n

- hopmuposatb YC/IOBUA CPABATbLIBAHUA CUTHANW3ALUMW CPEOHEIO NMPUOPUTETA B
nwobom cnydae, korga RGM ob6Hapyxun cMecb raslioreHMpoBaHHbIX UHFAISALMOHHBIX @aHECTETUKOB, PaBHYH
unu 6onee 3 MAK.

CucTeMbl CUTHaIM3aUMK, KOTOpble aBTOMAaTUYECKV MEHSAIOT MPUOPUTET YCNOBUIA cpabaTbiBaHUs CUrHanmsaumm
6e3 BMeLlaTeNbCTBa oneparopa, He A0/MKHbI MEHATb MPYOPUTET HUXKE ONpeaeeHHOro B HACTosLLEM cTaHaapTe.

Ta6nuya 201.106 — YC/IOBUSI CPABATBIBAHUA CUMTHANSALIMN anst MTOKA3AHUA RGM 1 npYopuTETHI

Howmep FA30OBBIE MprioputeT YCNOBWW CPABATbI-  MprioputeT YCNOBWW CPABATbI-

BAHWNA CUTHANIM3ALIUA anst BAHUA CUTHAINSALNN gns
cTpor MOKASAHISA HM3K* IOKA3AHVIA RG M BbICOKMX TOKA3AHUM RG M
BabixaeMble rasioreHocogepaluyie o ' Y
1 aHeCTeanpyloLLye BelLecTsa HN3KW MPUOPUTET» CPEOHW MPNOPUTET
2 Bblgbixaembliin yrnekvicrbili ra3 CPEHUI MPVOPUTET CPEHWIA MPNOPUTET
3 Babixaembliii yrnekvcnbIi ras CPEAHVIN MPVIOPUTET
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OkoH4YaHue Tabnuuybl 201.106

MpuoputeT YCNIOBUIA CPABATbI- MpvoputeT YCNIOBUIA CPABATbI-

Howen ngﬁgiﬂﬁg BAHVIS| CUTHANI3ALIM pns BAHVIS| CUrHANBALIV ans
p Hu3knx MOKA3AHN RGM BbICOKUX MOKA3AHN RGM
4 Babixaemas 3akucb asorta HWU3KWUA MPUOPUTET3* CPEAHWM NMPUOPUTET3»
5 BAbixaemblii KUCIOpoA CPEAHUN MPUOPUTET CPEAHWI MPUOPUTET3»
6 Babixaemblii kucnopog MmeHee 18 % BbICOKWA MPUOPUTET
MpucyTcTBME HECKONLKNX rano- .
7 reHNPOoBaHHbIX aHeCTe3NPYLWUX CPEAHVWN NMPNOPUTET

BellecTB*¥

MpucyTcTBNE HECKONBbKUX ranore-
8 HUPOBaHHbLIX aHeCTe3npyL X Be- HU3KUW NMPNOPUTET
wectB meHee 3 MAKO*

MpucyTcTBME HECKONBKUX rasore-
8 HUPOBaHHbIX aHECTe3npyL X Be- HW3KUW NPNOPUTET
wects MmeHee 3 MAKQ

MpucyTCTBUE HECKO/bKUX ranore- N
9 HUPOBAHHbIX aHECTE3NPYIOLLNX BE- CPEAHUW NPUOPUTET
wects r 3 MAKO»

Mpumeyanne — lepeyncrieHHble NPUOPUTETHI ABNAKDTCA MUHUMabHBIMY NpuopuTeTammn. Moryt ObITb TaKKe
npeaycMoTpeHbl yCcnosus CpaﬁﬁTbIBaHl/Iﬂ CUrHanmnsauuu no BblgblXaeMbIM YPOBHAM rasa.

a>Ecnn npeAycMOTpeHbl 3T Heobs3aTe NbHbIe YCOBUSA cpabaTbiBaHWs CUTHANMU3ALMUMN, OHN AO/MKHbI UMETb yKa-

3aHHbIl ypOBeHb NpropuTeTa.
b>Ecnn RGM cnocobeH onpefensTb Hanuume, HO He CNoCo6eH onpeaensTh KONMMYECTBEHHO U 0ToGpaxartb Mno-

Kasatenun gnsa cMecu rajioreHMpoBaHHbIX aHeCTe3npyrLnx BelecTB.
c»Ecnn RGM cnocobeH onpefensitb Hanuyne, KOIMYECTBO M 0TO6paxaTb nokasaTenu A CMecu ranoreHnpo-

BaHHbIX aHeCTe3npyrunx seluiecTs.

Ta6nunya 201.107 — MNpumMepsbl 3HavYeHnii MAK

AHecTe3unpytoLLee BELLECTBO MAK (B CMecu aHecTeTuKa ¢ K1cnopoaom), % OB bEMHOWM 40NN
[anotaH 0.77
OHdpnopaH 1.7
M3odntopaH 1.15
[Hecdniopan 6.0
CeBodhntopaH 2.1
3akuch asorta 105*

Ha mMomeHT ny6nukauum HacToslero ctaHgapra 3HavyeHns MAK. npuBefeHHble B faHHO Tabnuue, cooTBeT-
CTBOBa/N 3HAYEHUAM, ONy6INKOBaAHHLIM YNpaBaeHneM Nno KOHTPO/o 3a npodyktamu n nekapctesamu CLUA ansa 3g0po-
BbIX 40-N€THNUX MYXUUH.

MoryT 6bITb MCNOMb30BaHbl Apyrue 3HavyeHnsas MAK. 3HaueHnss MAK moryT onpegenaTb nNo anroputMam.

a»OpgHa MAK fna 3akncy asota MOXeT GbITb JOCTUTHYTA TOJIbKO B runep6apuyeckoii kamepe.

208.6.5.1 'O6wue TpeboBaHusa

Monpaska (06aBNTb Kak NocnefHee npea/ioxeHne B ab3ale nepes ncnbiTaHMEM HACOOTBETCTBME):

B NMPEABAPUTE/IbHbIX HACTPOMKAX CUTHAMIN3ALLNN gonxHa 6biTb UCKNOUYEHA BOMOXHOCTb
ycTaHasnueaTh MPEAE/T CPABATbIBAHUSA CUMHANIU3ALUW ansa HuxHero yposHa NMOKA3AHUIN RGM
[ONs BAbIXaeMoro kKvucsopofa Huxe 18 %.

[fononHuTtenbHble nogpasgens:
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208.6.6.2.101 ’'[lononHuTenbHble TpeboBaHus k perynupyemsim NMPEAE/TAM CPABATbIBAHUA CUT -
HANN3ALNN

MPEAE/(bl) CPABATBIBAHUA CUTHANUIALIVW ans kaxabix npeaycMoTpeHHbIx YC/TOBUIA CPA-
BATbIBAHUSA CUTHANU3ALNN ans MOKA3AHUIA RGM. 3a UcknioueHneM Bbicokoii KOHLIEHTPALLMW
BAbIXaeMoi 3aKMcK a3oTa, Ao/HKEH(Hbl) MMETb BO3MOXHOCTb perynuposku ONEPATOPOM. [ins perynupos-
kn MPEAENIOB CPABATbBIBAHUA CUTHANU3ALUNKW OMNEPATOPY ponxHbl TpeboBaTbCsa LeneHanpas-
NeHHble AelicTBus. JoNoNHUTENbHbIE LeneHanpasBieHHble AeiCTBUA HEOOXO0ANMbI ANA YCTAHOBKN HUXKHETNO
MPEJENA CPABATBIBAHUA CUTHAMU3ALIMN ana MOKA3AHUM RGM ans BAbIXaeMoro Kciopoaa
Huxe 18 %.

CooTBETCTBME NMPOBEPSAT MHCNEKLMENR U (DYHKLUOHANIbHBIMY UCTIbITAHUAMMU.

208.6.8.5.101 ’[ononHuTenbHble TpeboBaHUs K cOCToAHUAM feaktusaunn CUTHANA TPEBOT U, oTo-
6GpakeHunio N BO34eNCTBUI0

Mutepsan BPEMEHHOIO OTK/TIKOYEHWA 3BYKA unn BPEMEHHOIO OTKAKOYEHWUA CUTHA-
NN3ALNN RGM. onpegeneHHbili USTOTOBUTEJIEM no ymMonyaHuo, He AO/HKEH NpeBbIWaTh 2 MUH.

CooTBeTCTBME NPOBEPAT DYHKLMOHANBHBIMW UCMBITAHUSAMM.

209 TpeboBaHMA K NPOEKTUPOBAHMWIO C yYETOM TpeboBaHMii
oKpyXatoLiein cpegbl

MpumensaT MK 60601-1-9.

210 TpeboBaHus K pa3paboTke KOHTPO/IEPOB C PU3NOIOTNYECKOM
obpaTHOli CBA3bIO

MpumeHsaoT MK 60601-1-10.

211 Tpeb6oaHua Kk ME U3QENVNAM n ME CUCTEMAM,
MCNoNb3yeMbIM B YC/IOBUAX obecneyeHna MeauLMHCKOro yxoda Ha foMy

MpumeHaoT MK 60601-1-11.

JononHeHue:
MpumeHsaT npunoxeHna M3K 60601-1. 3a UCKIIOYEHNEM ClefyoLLero:
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MpunoxeHne C
(cnpaBoyHOE)

PykoBOACTBO MO MapkMpoBKe 1 TpeboBaHUA K Hell
ans ME U3AENNIA u ME CUCTEM

201.C.1 MapKkMpoBKa Ha BHELHUX NOBEPXHOCTSAX Me U3aenunii, Me CUCTEM WU UX YacTeil

[ononHnTenbHble Tpe60BaHUA K MAPKMPOBKE HA BHELLIHWUX NOBepXHOCTAX RGM. unu ux yacteit, unu MPUHALNEX-

HOCTEN npuBegeHbl B Tabnvue 201.C.101.
Ta6nuya 201.C.101 — MapkupoBKa Ha BHELIHWX NOBEPXHOCTAX RGM unm ux vactei

OnwvcaHne napLpoekm
Jo6ble cneymnanbHble UHCTPYKLMK N0 XPAHEHWIO U/WKM 06CNYXUBaHNIO
3Hak 6e3onacHocT «Cnepayiite UHCTPYKLUM MO 3KCAyaTauumn»

Ons MEPEHOCHbLIX RGM — macca Haubosee 4acTo Ucnonb3yemoi koHdurypauun ME N3-
LENNA

Ana Bxopa rasa RGM pans otbopa obpasyoB — TekcT «OT60p 06pasLoB rasa» WAN CUM-
Bon NCO 7000-0794

[ns Bbixoaa rasa RGM gna ot6opa 06pasLoB — TekcT «Bbixog raza» nnm cumson MCO 7000-0795

Ana TPYBOK ONA OTBOPA OBPA3LUOB — TekcT «OT6op 06pa3yoB rasa» WAM CUM-
Bon ICO 7000-0794

Ana MPUHALNEXHOCTEW, npegHasHaueHHbIX AN UCNONb30BaHus ogHuM NMALUEHTOM. —
TekcT «OgHopa3oBoe ucnonb3osaHne» Ha NMPUHAQNEXHOCTW nnn ynakoske

Ons  BbixoAHbIX Tpybok gns OTBOAAWWMX RGM — TekcT «Bbixog rasa» uaM cum-
Bon MICO 7000-0795

AN KOMMOHEHTOB, 3aMeHAeMbIX onepaTtopom, 4YyBCTBUTE/IbHbIX K HanpaB/IeHUO MNOTOKa, —
CTpesika, nNokasbiBawlaa HanpasneHne NOToka rasa

[ns ynakoBOK — yka3aHuWe Ha CoAepxaHue HaTypanbHOro narekca

[na ynakoBoK, cogepxalimx yacTtu, npefHasHauyeHHble 418 04HOPa3oBOro UCMO/Mb30BaHUA. —
TekcT «OHOpa3oBoOe NCNO/Ib30BaHNE»

[ns ynakoBok — onucaHue cofepXvnmoro
[N ynakoBoK — CCblfika Ha HOMep NapTuu, Thna Uau cepuiiHblii Homep

[na yacteii nnmn I'IPI/IHA,CU'IE)KHOCTEVI, cofepxawnx hranaTbl, — ykasaHue Ha 3TO Ha camoii
yacTu WIn ee ynakoeke

Ecnu npumeHMMoO A0S ynakoBkW, ykasaHne Ha CTEPUNIbHOCTb COAEPXMMOro
Ecnu npumeHnmo, garta, nocne nucteyeHne KOTOPOI He cnedyeT Ucnonb3oBaTb
Mpun HannuuK ykasaHue Ha cofiepxaHue HaTypasibHOro naTekca

OnncaHne MapkUpoBKK

KoppekTHas ytunmsaumns

CepwiiHblii HOMep, MU HoMep NoTa, UM HOMep NapTum

201.C.4 3kcnnyaTtaumoHHbIB LOKYMEHTbI, 06LLME NONOXEHNSA

Mogpazgen
201.7.2.101 a)

201.7.2.3

201.7.2.101 i)

201.7.2.101 e)
201.7.2.101 0

201.7.2.101 g)

201.7.2.4.101

201.7.2.101 h)

201.7.2.101 d)
201.7.2.17.101 a)
201.7.2.17.101 b)

201.7.2.17.101 a)

201.7.2.17.101 a)
201.11.6.4

201.7.2.17.101 a)
201.7.2.101
201.7.2.13.101
Moapasgen
201.7.2.101 ¢)

201.7.2.101 b)

[ononHuTeNbHble TpeGoBaHMS K IKCMyaTalnoHHbIM JoKyMeHTaM RGM npusegeHsl B Tabnuue 201.C.102.
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Ta6nunya 201.C.102 — BkcnnyaTauMoHHble 4OKYMeHTbI, 00 e NONOXEHNS

HaumeHoBaHMe Wan TOproBoe HaumeHoBaHue u agpec U3FOTOBUTE/IA wnn aBTopu3oBaH-

HOro npeactasutens

Pa6oTa RGM nocne oTkntouenns MUTAKOLWEN CETW Ha 30 ¢ unu 6onee

201.C.5 OkcnnyaTaumMoHHble JOKYMeHTbl, MHCTPYKLUUSA MO aKcnayataunm

201.11.8.101.3

[lononHuTenbHble TpeboBaHMA K MHCTPYKLUK No akcnayaTauny RGM npusegeHsl B Tabnuye 201.C.103.

Ta6nuuya 201.C.103 — dkcnnyaTayMoHHble OKYMeEHTbI, UHCTPYKLMS NO 3KCnayaTauum
OnucaHve
PekomeHaaunm no KOPPeKTHON yTUAn3aunm cobpaHHbIX XUAKOCTen
PekomeHAaLuy No KOPPEKTHOM yTUAN3aLUN KaMBPOBOUHbIX (3TaNOHHbIX) ra3os
PekomeHpaunm no KOPPeKTHON yTuam3auny o6pasyoB rasos

Nio60oe cHuxeHne TOYHOCTU UBMEPEHWA FA30BbIX MOKA3AHWUW B KoHLE BbigoXa,
Kak OYHKLMA 4acToTbl AblXaHUsA 1 cooTHoweHusa VE B nux HOMUWHAJIbHbIX ananasoHax

[aTa Bblnycka uan nepecmoTpa MHCTPYKLMKU N0 aKCnayaTaunm

Mopor YyBCTBUTENILHOCTMW A1 TA/IOTE€HUPOBAHHOIO aHEeCTe3n010rMYecKoro rasa(os) B LU e -
eil rasos

CXxeMbl, UnnCTpupytoLme ocobeHHocT RGM 1 nokasbiBalowme yHKLUN U pacnonoxe-
HUe BCEX CUCTEM YNpPaBNEHUS, PETYIMPOBKA W KOMMNOHEHTOB CUCTEMbI, HEOGXOANMBIX A5
KOPPEKTHOI paboTbl

OPEN® TOYHOCTU USMEPEHUN

Ans OTBOAAWMX RGM, obopyfoBaHHbIX coefuHWTENeM [ANA BbiMycka rasa. —
npeaynpexaeHus, Kacarwlmecs pucka nepekpectHoro nHdpuuymposaHus NMALVMEHTA npu
BO3BpaLleHnn 06pasLoB rasa B AblXxaTe/lbHyl0 cucTemy

Ana OTBOAAWMNX RGM — ckopocTu noToka 06pasuoB rasa u ux fonycku

Ans OTBOAAWMX RGM, B KOTOpbIX NpeAyCMOTPEHO BBeAeHWe o6pasua rasa B gbixa-
TeNbHbIN KOHTYP, B koTopom YPOBEHb A3A n3sMeHsieTcs OTHOCKTENbHO ypoBHA B Ob-
NACTUN OTBOPA OBPA3LIOB. — yka3aHue Ha nsmeHenve YPOBHSA BBegeHHoro FA3A

Ans RGM 6e3 aBTOMaTU4YeCcKoii KoMneHcauum — BAusiHre 6apoMeTPUYECKOro AaBneHuns Ha
FA30BbIE MOKA3AHWA, BbipaXeHHOE KOIMYECTBEHHO

Mpn ogHOPa30BOM UCMONb30BaHUN — MHMOPMALMA O XapakTepucTuKax U TEXHUYECKUX
chakTopax, koTopble MOryT nogsepratbca PUCKY npu noBTOPHOM MCMNO/b30BAHUN

Ona NPUHALNEXHOCTEWN, noctaBnsembix CTEPUbHLIMU. — MHOPMALMA, Kacatlla-
SICS NPOBefieHNs NOBTOPHOI CTepuan3alymmn B Clly4yas NoOBpPeXAeHNs CTEPUIbHONI ynakoBKu,
€C/IM flonycKaeTcsa NOBTOpHasA cTepunnsauns

[OnanazoH FTA30BbIX MOKA3AHUW

MakcumanbHblii YPOBEHb FTA3A gn1a e4UMHCTBEHHOrO rasioreHpoBaHHOro aHecTe3noso-
rMYecKoro rasa B CMecu rasoB, KOTOPbI He onpegenseTcsa Npu nageHnn KOHLeHTpauum aHe-
CTe3npyoLnx BeLecTs

Ecnv npumennmo, yteepxaeHune, yto RGM nogxoAunT Ana UCNoNb30BaHUA B YC/TOBUAX Mar-
HWTHO-pe3oHaHCHol Tomorpadun (MPT), BkioYas MakCMManbHY CUY MarHUTHOrO nons,
npu koTopoii RGM KoppekTHO pa6oTaeT

EC/1 NpUMEHUMO, onucaHue KOPPEKTHOI ycTaHoBKM RGM U onucaHne cxembl oT6opa 06-
pasLoB 1 BCEX COeANHUTENbHBIX TPYGOK

Ecnn NPUMEHUMO, pacnosioXxeHne BCex KOMNOHEeHTOB Ha OCHOBE HaTypa/ibHOro natekca
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Mogpasgen
201.7.9.2.14.101 c)
201.7.9.2.15.101 a)
201.7.9.2.15.101 b)

201.7.9.2.9.101 rn)

201.7.9.2.9.101 ¢)

201.7.9.2.5.101 a)

201.12.1.101.2

201.7.9.2.2.101

201.7.9.2.9.101 f)

201.7.9.2.9.101 h)

201.7.9.2.1.101 ¢)

201.7.9.2.9.101 )

201.7.9.2.14.101 b)

201.12.1.101.1

201.7.9.2.9.101 n)

201.7.9.2.9.101 p)

201.7.9.2.5.101 b)

201.7.9.2.5.101 c)
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OkoH4yaHue Tab6nuybl 201.C. 103

OnucaHve
Mpu HaNUUMKN yKasaHMe Ha CoAepXaHue HaTypasibHOro naTekca

Ecnun npegycmoTpenbl MOKA3AHUA RGM-MAK, 3Hauyenuss MAK nau ucnonb3yemslii an-
ropuTm ero onpeaenieHns

MHopmaums 0 TOKCMYHOCTU MUK BAUSHUM HA TKaHW No6bix MaTepnanos, KOHTAKT C KO-
TopbiMU BO3MOXeH y MALIMEHTA nnu gpyroro nuuya

MHopMauus 0 HEraTUBHOM B/IUSIHUM Ha YCTAHOBMIEHHblE (DYHKLMOHANbHbIE XapakTepu-
CTUKN

MaKcUManbHblii onpeaeneHHblil HTepBan Mexay Nio6biMU HEOBXOANMbIMU BMeLlaTesb-
CTBaMu onepatopa B CUCTEMY BNArooTAeeHus

TOYHOCTb N3MEPEHUN

MeTtog npoBepku pa6oTbl Bcex CUCTEM CUTHANMU3ALNN, HacTpamBaembix OMEPA-
TOPOM

MeTofbl 1 4acTOTa PYTUHHBLIX MHCNEKLUMUIA 1 UCTbITaHwi

MwuH1ManbHaa CKOpoCTb NOTOoKa o6pasua, Npy KOTopoii cobntoaalTca TpeboBaHUS OTHOCK-
TensHo TOYHOCTU UBMEPEHWNW gna otBogAawmx RGM

MPOLELYPbI kannbpoBkn nepes nav Bo BpEMS UCNOb30BaHUSA

WHcTpykyum no MPOLLECCAM o06pa6oTkn u*vnm nosTopHoit RGM u nx MPUHALNEX-
HOCTEWU

KonunuectseHHoe BaAnsAHue (ecnn oHo npucytcteyeT) Ha NMOKA3AHUNA RGM-npumeceii ra-
30B C KOHUeHTpaumamu FTA30B, nepeuncneHHbiMy B Tabnuue 201.105

[vana3oH perynupyembix MPEAE/TOB CPABATBLIBAHUNA CUTHANU3ALWN
HOMWHAJIbHASA yacToTa AbiXxaHuns

OCTATOUYHbIE PUCKW, cBsizaHHble C UCNO/Ib30BaHMEM (PTanaToB C AeTbMU, 6epeMeHHbI-
MU MAN KOPMALWUMU XKEHLUHAMKN, U. eCAN MPUMEHNUMO, UHGOPMaLUA O COOTBETCTBYIOLLUX
Mepax npefocTOPOXHOCTH

OnpepenexHne ucnons3osaHnd RGM un I'IPVIHA,CU'IE)KHOCTEI7I

MHhopmaLnsi 06 OTCYTCTBUM UM HANWUUM o6opyAoBaHns RGM aBTOMaTUYECKOW KOMMEH-
cauum 6apoOMEeTPUYECKOro AaB/eHus

Bpems c momeHTa 3anycka RGM po obecneveHns OCHOBHbIX ®YHKLUMOHANBbHbIX
XAPAKTEPUCTUK

OBUWEE BPEMA OTBETA CUCTEMbI

201.C.6 SkcnnyaTtauMoHHble AOKYMeHTbl, TEXHUYECKOe onncaHune

Mogpasgen

201.7.2.13.101

201.7.9.2.9.101 d)

201.7.9.2.14.101 a)

201.7.9.2.9.101 )

201.7.9.2.9.101 b)
201.12.1.101.1
201.7.9.2.8.101 a)
201.7.9.2.13.101 b)
201.12.1.101.1
201.7.9.2.13.101 a)

201.11.6.6

201.101

201.7.9.2.9.101 a)

Ai)

201.11.6.4

201.7.9.2.1.101 a)

201.7.9.2.1.101 b)

201.7.9.2.8.101 b)

201.12.1.102

[lononHuTenbHble Tpe6oBaHNA K TEXHUYECKOMY onucaHuio RGM npuBegeHsbl B Tabnuue 201.C. 104.

Ta6nuya 201.C.104 — BkcnnyaTaumoHHbIe JOKYMeEHTbI, TEXHUYECKOe onncaHne

OnucaHve MHdopmaLmm
UacToTa nosyuyeHns JaHHbIX

OnucaHne MeTOAO0B, UCMONb3yeMbIX ANA BbluncneHns FA30BbIX MOKA3AHWA B koHue
BblOXa

KpaTkoe onucaHve MeTOAOB MCMbITAHWUA, UCNoNb3yembix Ana onpegenedina HOMWHATb-
HOTI'O guanasoHa 4acToTbl AblXaHua 1 ee BANAHUA Ha ToYHOCTb MOKA3AHN RGM B KOH-
Le BblAoXa, Kak PyHKUNN YaCcTOTbl AblXaHUSA

Mogpasgen
201.7.9.3.101 b)

201.7.9.3.101 c)

201.7.9.3.101 a)
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MpunoxexHne D
(cnpaBoyHoe)

CumBObI AN MapKNpPOBKU

MpumenaoT M3K 60601-1. npunoxeHue D. 3a UCKNOYEHNEM CneayoLero:

[ononHexwue:

Ta6nunya 201.D.101 — [on0onHUTENbHbIE CUMBOJIbI AN MAPKUPOBKK

Homep

26

CumBon

(YYYY-MN |

STERILE

STERILE A

STERILE E°

STERILE R

STERILE

Ccbl/iKa Ha cTaHgapt

Cumson 5:12
MNCO 15223-1:—

Cumson 5:20
MNCO 15223-1:—

Cumson 5:21
MNCO 15223-1:—

Cumson 5:22
NCO 15223-1:—

Cumson 5:23
NCO 15223-1:—

Cumson 5:24
NCO 15223-1:—

HazHaueHve

Vcnonb3osartb [0 Aartbl

CTepunbHO

CTepunn3oBaHo C UCNo/b30-
BaHNeM MeToJoB acentuye-
CKOIl 06paboTKM

CTepunn3oBaHo C UCNoJsb30-
BaHWEM 3TuUneHokcuga

CTepunn3oBaHo C UCNoJb30-
BaHWeM pagvauuu

CTepunn3oBaHo C UCnosib-
30BaHMEM napa uan cyxoro
Xapa



OkoH4aHue Tabnuuybl 201.D.101

Howmep Cumson

! LOT

-
8 REF
-
° SN
-
o (1attx)
-
i
S
-
5 Vv
K

[0NONHNUTENbHbIE NOAPA3AENSbI:

Ccbi/ka Ha cTaHgapT

Cumson 5:14
MCO 15223-1.—

Cumson 5:15
NCO 15223-1:—

Cumson 5:16

MNCO 15223-1.—

NCO 7000-2725

NCO 7000-0794

MNCO 7000-0795

FOCT P NCO 80601-2-55—2015

HasHaueHve

Homep napTtum

Homep no katanory

CepuiiHblil Homep

MpucyTcTBMe Unun cogepxa-
HVe HaTypa/bHOro nartekca

Bxog,

Bbixog,
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Mpunoxexne AA
(cnpaBouHOE)

CneunansHoe pyKoBOACTBO Y 060CHOBaHUe

AA.1 O6uiee pykoBOACTBO

[aHHOB NpUNOXeHue coaepXuT 060CHOBaHMEe HEKOTOPbIX Tpe6oBaHUii HACTOSALLEro YacTHOTo CTaHAapTa u npea-
Ha3Ha4YeHo 4N TeX. KTO XOPOLWO 3HAKOM C NMPeAMETOM HACTOSILLEro YacTHOrO CTaH4apTa, HO He MPUHUMas ydyacTue B
ero paspa6oTke. MpegnonaraeTtcs, YTO MOHUMAHWE NPUYUH, NEXALLNX B OCHOBE 3TUX TPe6OBaHUA, KpariHe BaXHO ANs UX
KOPPEKTHOTO MpUMeHeHusi. KpoMe TOro, CUMTaeTcsi, YTo. Tak Kak KIUHUYecKas NpaKkTuka U TEXHOIOMMK MEHSIITCS, 060-
CHOBaHMWe cyliecTByloWNX TpeGoBaHuii 06nerynT nto6oii NepecmMoTp HACTOSLLEro YaCcTHOTO cTaHAapTa, KoTopblii ByaeT
HEOBXOAMM B pesysibTare 3TOro pasBuTus.

AA.2 O6GocHOBaHWe YaCTHbIX pa3fenoB u Nnogpasfenos
Hymepauus cnegylowmx 060CHOBaHWIi COOTBETCTBYET HyMepaLuy pasfesioB v NoApasfenoB B HACTOSALWEM YacT-
HOM cTaHgapTte. CnefoBartesibHO, HyMepauus Henoc/negoBaTesibHa.

Mopgpasgen 201.1.1 O6nacTb pacnpocTpaHeHns

RGM, ucnosnb3yemble B n1abopaTopHbIX WCCNE[0BAHUAX, YACTO NpeAcTas/eHbl B 9KCNEPUMEHTa/IbHbIM BapuaHTe
VAN npejHasHayeHbl B NepBy0 oyepenb AN HEMEAVNLMHCKOro ncnonb3osaHna. CobnogeHne Tpe6oBaHuii HacTosLero
cTaHgapTa ans RGM. ncnonb3yembix ANs UcCnefoBaHUii, MOXeT U3NNLWHE OrpaHnynUTb pas3paboTKy HOBbIX MOME3HbIX
MeTOAVK U KOHCTPYKUunii RGM.

MpefoTBpalleHne HenpeaycMOTPEHHOIO COXpaHeHUs co3HaHusa nog ob6lieil aHecTesnel octaeTcs TpyaHopaspe-
wmnMmoli npobnemoii. Hepeako Takue ciyyav BO3HUKAOT NpW X0/10CTOM 3anycke o6opyoBaHns A5 4OCTaBKN aHecTesnpy-
WX BEWECTB UAN NPU €r0 YMbILW/IEHHOM OTK/IOYeHUU npu nepemMeleHnn MALVEHTA c nocnegyowmm HeyMblLIEeH-
HbIM HEBK/IIOYEHNEM.

[aHHuble RGM n YCJTIOBUA CPABATbIBAHUA CUTHANTU3ALWK moryT 6biTb LLEHHbIM AOMNO/HEHWEM NPU Bbl-
ABNEHUN NOA06HbLIX cnyvaes. K coxaneHnto, nogobHas nHopmauuns 06bI4HO HEAOCTYMHA NPU NCMOb30BaHWUMN 3/TE€KTPOH-
HOro nHTepdeiica. Tem He MeHee pa3paboTka uHTennektyanbHbix CUCTEM y,IJ,AJ'IEHHOIZ CUTHANTN3ALNN moxeT
cnoco6cTBOBaTL BO3MOXHOCTY ANnA npegynpexgenns ONEPATOPA o cuTyauusx nogo6Horo poga.

[aHHbie RGM Takke He06X0AWMbI AN CO3[AaHMA MNOMHOW U TOYHON INEKTPOHHON MeauuuHCKol KapTel. Cnepo-
BatesibHo. U3TOTOBUTENAM RGM pekomeHayeTcs Aenatb 3TW AaHHble [OCTYMHbIMU TPeTbUM NuLamM nocpeacTsom
CTaH4apTHOrO OTKPbITOrO 3/IEKTPOHHOTO MHTepdeiica 06MeHa faHHbIMU.

Onpepenenne 201.3.206 MwunumanbHas anbBeonsapHas koHueHTpauusa. MAK (minimum alveolar
CONCENTRATION. MAC)

MAK MOXeT MeHsiTbCcA B 3aBUCUMOCTM OT Bo3pacta MALMEHTA, n. cnegosatensHo. OMEPATOP pfonxeH nmeTtb
BO3MOXHOCTb BBOAa Bo3pacTta NMALMEHTA B RGM ¢ Tem. 4To6bl 3Ta UHhopmauus 6eina ucnonb3osaHa RGM gns co-
OTBETCTBYIOLLEV KOPPEKTMPOBKN NpeaenbHOro 3HayeHnss MAK. AHanormyHo B 3aBUCUMOCTM OT BbICOTbl MeHsieTcsA M3mno-
lornyeckoe B/IMSAHWE OTHOCUTE/IbHOW KOHLLEHTPaL MmN aHecTe3npyoLnx Bewects (06bemMHble %).

Moppasgen 201.4.3.101 AononHutenbHble TpeboBaHns K OCHOBHbIM ®YHKUWVMOHANBbHBLIM XAPAKTEPUCTW-
KAM

KomuTeT cuutaet, uto TOYHOCTb UBMEPEHWS NMOKA3AHUM RGM fgomkHa 6bITb BKAOYEHA B Tpe6oBaHUA K
OCHOBHbIM ®YHKUWNOHANNbHBIM XAPAKTEPUCTUKAM; KpuTUyeckne KANHWYECKME pelleHUss MOryT 6biTb OCHO-
BaHbl HA 3TUX MOKa3aHWAX, YTO MOXET NPUBECTU K HaHeceHuto Bpega MALVMEHTY, ecnun BbIACHUTCA, YTO 3TW NoKa3aHuA
HeTOYHble. PMocohusa OCHOBHOIO cTaHAapTa 3aknyaeTca B Tom. uto ME U3AENTVE fonxHO ocTaBatbcsi 6€30nacHbIM
paxe B cnyyas YC/IOBUM EAMHUYHOTO HAPYLWEHWS, 4To NpUBOAUT K HEO6X0AMMOCTY hopMupoBaHus TEXHU-
YECKNX YCNOBWIN CPABATBIBAHUSA CUTHANTU3ALNI, ecnu He MoxeT 6biTh o6ecnedeHa TOYUHOCTb M3MEPE-
HUW. HekoTopble ycnoBus, Takue kak yTeuka B Tpy6Kke (Marnctpanu) Ans oT6opa 06pasLos UAN ee CoeanHUTENsX, MoryT
He BbISIBNATLCA W. cnejosaTesibHo, He hopmuposaTb TEXHUUYECKUWE YCNOBUA ANA CPABATBIBAHUA CUTHANN-
3AUNW. LA gaHHbIX YCNOBWIA BO3MOXHO BK/IOYEHWE COOTBETCTBYIOLLMUX NPpeAynpexaeHuii u mep npesocTopoXHOCTU B
SKCNNYATALUMOHHBIE JOKYMEHTbI.

Moppasgen 201.4.6 Yactn ME USAENNA nnn ME CUCTEMbI, HaxoAAwWwmMecs B KOHTaKTe C nauyneHTom

MHorne HeanekTpuyeckme TpeboBaHUS OCHOBHOrO ctaHgapTa npuessaHbl kK PABOYVM YACTHAM. BaxHo, yTO-
6bl 3TV TpeboBaHua nNpumMeHsanuck K MPUHALMNEXHOCTAM pgbixatensHoi cuctemMbl RGM. XoTsi Haflo Npu3HaTh, YTO
MHOrve TpeboBaHus, kacawwmnecas PABOUNX UACTEW, uMeloT OTHOLIEHMe K 3M1eKTpUYecTBy, Apyrve TpeboBaHus ero
He KacawTca. HecmoTpsa Ha 3T0. HekoTopble MPUHALNTEXXHOCTU RGM umeloT CBA3aHHble C HUMU 3/1eKTpuyeckune
KoMnoHeHTbl. Ecnn MPUHALNEXHOCTW gbixaTenbHoi cuctembl RGM He cunTatoTca paboynMm 4yacTsiMu, TO BaXHble
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Tpe6GoBaHMS OCHOBHOIO CTaHAapTa He GyAyT NPUMEHATLCS, YUTO MOXET MOBAWATL Ha 6e3onacHocTb R6M c yyeTom, B
ynucne npoyero, YUCTKM, COBMECTUMOCTY C BellecTBamu, 6GUONOrMYeckoii COBMECTUMOCTMN U NOBbILEHHBIX TeMnepaTyp.

Moapasgen 201.4.10.2.101 [ononHuTensHsle Tpe6osaHusa k MATAIOWEW CETU ME U3AE/UNA n ME CU-
CTEMDbI

Bonblwas yacTb cTaH4ApTOB ANA ObITOBbIX 3/1EKTPUYECKMX NPMBOoPOoB, Takmx kak M3IK 60335-1. M3K 60065 n MK
60950-1. gonyckaeT ansa MUTAIOWEW CETU oTknoHeHne + 10 % AN U3Aenuii, npefHasHauyeHHbIX AN 4OMALLIHEro Uc-
nonb3osaHus. OTknoHeHnsa MUTAIOLLEA CETU ot muHyc 15 % o naoc 10 % 6binn npusHaHbl 60a1ee NoaxoasLLMMI Ans
ME W3AENUN, ncnonsbsyemeix B YC/IOBUAX OBECMEYEHUA MEAULMHCKOIO YXO[A HA JOMY, o6ecneunsa-
owmmn 6onee ctporne TpebosaHus k nogaepxaHnio OCHOBHbIX ®YHKLUMNOHATbHbIX XAPAKTEPUCTWK. HuxHee
3HaueHne oTknoHeHus ana MUTAIOLWEN CETU MuHyc 15 % OCHOBAHO Ha HIKHEM 3HAYEHUM OTKNIOHEeHUS — MuHyc 10 %.
NPW3HAHHBIM HOPMasibHbIM, W Ha AOMNOMHUTENbHOM NafeHNn — MUHYC 4 %. [ONyCTVMOM AN 3N1eKTPONPOBOAKN 34aHWM
[16]. [19]. nntoc ewwe MuHyc 1 % — ana 3anaca.

OTknoHeHne ana MUTAIOWEW CETU MUHYC 20 % gna XXU3HEOBECMEUMBAIOUWNX ME U3LENNNA n ME
CWCTEM ponyckaeT paboTy B YC/IOBUAX «4ACTUHYHOIO 3aTEMHEHWUSA» W MO3BOMSAET UCMNOMb30BaTb HEAOpOrMe reHeparto-
pbl AN aBapuiiHbix cnyyaeB. OHO Takke corfacyeTcs ¢ Tpe60BaHMAMN B CYLLECTBYIOLWMX CTaHAapTax Aaa annapaTos
WCKYCCTBEHHOW BEHTUNALMMN NEerkux, npefHasHavyeHHbIX 418 ucnonb3osanus B YC/IOBUAX OBECMNEYEHUA MELN-
LWHCKOIo ¥YXOA4A HA AOMY gna MALMEHTOB, noAk/IloYeHHbIX K annaparamM NCKYCCTBEHHON BEHTUAALMMN NETKUX.

Ona MUTAIOWMX CETEWM nOCTOAHHOTO Toka B TpeGOBaHWAX yCTaHOB/AEHa noagepxka paboTbl OT CBUHLOBO-
KACNOTHBIX aKKyMy/asSiTOPOB M aBTOMOGUAEA. TUNNYHBI/ CBUHLLOBO-KUCAOTHBIA akkymynsTop Ha 12 B umeeT HanpsikeHue
X0/10CTOro0 Xoja npu nosnHoii 3apagke 12,65 B. [laHHOe HanpshkeHWe nagaeT npumepHo Ao 12.06 B npu ypoBHe 3apsij-
Kn 25 %. Kpome Toro, aBTOMO6UIbHbIE CBUHLOBO-KNCIOTHbIE akKyMyAaTOPbl paccynTaHbl Ha obecneyeHune [onyCcTUMOiA
TOKOBOW Harpysku npu nogaepxaHuu 7.2 B B MOMeHT 3anycka asuratens. Mpu pa6oTawlem asuratene cuctema 3apsagkm
6atapeun 06bIYHO 0becneynBaeT NOCTOSTHHOE HanpshkeHne mexay 12.8 B n 14.8 B [28]. [31].

Moppasgen 201.7.2.3 O6pauienne k SKCMNYATAUNOHHBIM JOKYMEHTAM

[ins HekoTopbIx TUNOB ME WU3AE/INN (Hanpumep, annapatoB NCKyCCTBEHHOI BEHTUNALUnN nerkux) RGM sensetcs
cpegcteom YMPABNEHUA PUCKAMW. Moatomy 6e3onacHocTb MALVEHTA 3aBUCUT OT KOPpeKTHOW pa6oTbl RGM.
Kpome TOro, B MHCTPYKLMIO MO 3KChayaTauun AO/MKHbI 6biTh BKIKOYEHbI npegynpexaeHus. CnegosaTtenbHo, Heobxoaun-
MOCTb AeTa/lbHO M3Yy4YnTb UHCTPYKLUUIO No akcnnyataumm RGM agna OMEPATOPA sBnsietcs BaxHbiM cnoco6om YTMPAB-
NEHNA PUCKAMW. MapkupoBka RGM. ykasbiBawolasa Ha faHHYl0 He06XoAMMOCTb, — TOJ/IbKO OfWH M3 BO3MOXHbIX
cnoco6os YMPABJTIEHNA PUCKAMN.

Mopapasgen 201.7.2.101 [lononHuTenbHbie Tpe6OBaHNA K MapKkMpoBKe Ha BHelHel nosepxHoctn ME U3AENA
unu vacteii ME N3AENNA

Ans ucnonb3osaHna RGM TpebytoTca pasnuynble yactn uim MPUHALNEXHOCTW. ONEPATOP ponxeH ymeTb
NAEHTUDUUUPOBATL, KOPPEKTHO NOACOEMNHATL U cObMpaTb 3T YacTu TakuM 06pa3om, 4To6bl RGM MOr KOppeKkTHO pabo-
TaTb. Mapkuposka yacTeit unn MPUHALIEXHOCTEW c ykasaHuem aaHHoi uHchopmaLumy rapaHTupyeT ee fOCTYNHOCTb
OMEPATOPY B He06X04NUMbIl/i MOMEHT.

MapkunpoBka ¢ ykasaHneM Maccbl cuutaeTcs BaxHol, Tak kak ONEPATOPAM MoxeT NOHaA06MTbCA nNepeaBuHyTb
UM YCTAHOBUTb U3[ENNs, U C TOUKN 3PEeHNA OXpaHbl TPyAa BaXKHO 3HaTb BeC NpeAmMeTa 0 MOMEHTa ero nepemeLleHuns.

Mopapasgen 201.7.2.13.101 [lononHuTenbHble TpeboBaHns K usnonornyeckum apdekram (3Hakn 6e3onacHoOCT 1
npegynpexgaatwoiine Hagnucu)

3BECTHO, 4TO HaTypasibHblii NaTEKC Bbi3biBAET TAXENble anjepruieckme peakuun y Hekotopbix MALVMEHTOB un
OMEPATOPOB. X0TA B HacToAleM CTaHAapTe MOXHO 3anpeTuTb UCNOo/b30BaHNe HaTypabHOro faTtekca, 3To Ypesmep-
HO OrpaHNYMT BO3MOXHOCTU paspaboTKu, Tak Kak naTekc AonycTUM ANA NpUMeHeHus 60/MbLIMHCTBY nul,. Mapkuposka
KOMMNOHEHTOB, COAEPXaLLUX AaHHbIA annepreH, no3sonut ONMEPATOPAM npu HEO6X0AUMOCTU BbINOMHUTL COOTBETCTBY-
1ownii Bbi6op NPUHALNEXHOCTEWN gns npegoTBpaLLeHNA PUCKOB.

Moppasgen 201.7.9.2.1.101 [lononHuTeNbHble 06LWwme TpeboBaHus

[Onsa 6esonacHoro ncnonb3osaHns RGM n ux MPUHAONEXHOCTEW onepaTtopy BaXKHO 3HaTb onpefefnieHHoe
MPEAYCMOTPEHHOE MPUMEHEHME. Tak kak MHorne RGM 1 601bwuHCTBO NMPUHALNEXHOCTEN umeloT He-
60/bLION pa3Mep, HEMPaKTUYHO yKa3blBaTb JaHHY0 UH(OPMALMIO Ha KaX40oM 13fenvum cnoco6om, He yA06HbIM AN npo-
yteHuss ONMEPATOPOM. Takum o6pa3om, eANHCTBEHHbI BO3MOXHbI/ CNOCO6 AOHECTU HEOGXOAUMYH MHopMaLuio 40
OMEPATOPA — 370 UHCTPYKUMA MO 3KcnayaTauuu.

lMokasaHns, Ha OCHOBAHUW KOTOPbIX MOTYT NPUHUMATbLCA K/IMHUYECKNEe pelleHmns, AOKHbI ObiTb CKOPPEKTUPOBAaHbI
C yyeTom GapomeTpuyeckoro gasneHus. Ecnv usgenve He genaeT 3TOro B aBTOMaTWYECKOM pexume, HEOOGXOAUMO WH-
copmupoBatb 06 aTom ONMEPATOPA.

Mopapasgen 201.7.9.2.2.101 [lononHuTenbHble Tpe60BaHNA K NPeAynpexaeHnsaM 1 ykasaHuam no 6e3onacHocTu

PUNCK TOro, 4to fbixaTefbHblil ra3 NepeHoCcMT MUKPOOPraHn3mbl, KOTOpble MOTyT UHULMpoBaTh cneaytowero MA-
LIMEHTA. He oueBuaeH ana scex ONMEPATOPOB. Ecim OTBOAAWNNA RGM nmeet HEeJOoCTaTOUHYI0 3al Ty OT 3arpsas-
HEeHUS MUKPOOPraHn3mMaMm v no KMHUYECKUM 1 TeXHUYECKUM NpuYrHaM Bo3Bpat 06pasLioB rasa B [ibIxaTeslbHylo cuctemy
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Heo6xoaum. OTEPATOP pomkeH oco3HaBaTb PUCK NEPEKPECTHOro uHduuuposanusa cnegytouwero MAUNEHTA, uTo6bl
OMEPATOP mor ncnonb3oBatb gpyrue cnocobbsl YMPABNEHUA PUCKAMU.

Moapasgen 201.7.9.2.8.101 [lononHuTeNnbHble TpeboBaHUA K Npouegypam 3anycka

WcnbiTaHne pa6otel CUCTEMbI CUTHANUNI3ALIMWN aBnseTca o6lwenpuHATbIM cnoco6om YMPABTEHUA PU-
CKAMW gnsa onpegenexus YCNOBUA EGUHNYHOTO HAPYWEHWSA B CUCTEME CUTHANTN3ALMUU, Hanpumep,
oTkasa AnHamMuKoB. Meproanyeckne NCNbITaHNS OrPaHMYMBaloT NPOAOMIKUTENIbHOCTb HapyLLUEeHUST PYHKLMOHANbHOCTU.

HekoTopble RGM Tpeb6yloT CyLecTBEHHOro nepuoAa nporpesa WM KanubpoBKkn [0 AOCTUXEHWUS onpeaeneHHow
TOYHOCTUN U3MEPEHWA. ONEPATOP pomxeH n3beratb Nofo6HbIX 3a4epXek, Tak YTO MOryT GbiTb MUCMOMb30BaHbI
Apyrue cnocobbl KOHTPONSA fbIXaTe/bHbIX ra3oB.

Mopgpaspen 201.7.9.2.9.101 fononHuTenbHble Tpe60BaHWA K NOPSAAKY paboTbl

Mpu yBeNnyYeHnn 4acToTbl [blXaHUSA U COOTBETCTBYIOLLEM CHWXEHUN BPEMEHHbIX NHTEPBa/oOB BAOXA W BblAOXa B
KaXJOM [ibIXaTe/IbHOM LUK/Ie OCTaeTCA MeHblie BPeMeHU /1 JOCTUXEHUA CUTHa/NoOM ypoBHA nniato. MNoatomy RGM ¢
60/1bLUIMM BpPEMEHEM YCTaHOB/IEHUA CUTHAMNA HEe CMOCOGHbI AOCTUYb 3TOT0 YPOBHSA NAATO 3a KOPOTKUIA LMK AbIXaHUSA, YTO
nNpuBOANT K 60/1e€ HU3KMM 3HAYEHWUAM KOHLEHTpaLumn B KOHLe Bblgoxa, 4em peanbHas KOHLEHTPALIUA TA3A. Hanpu-
Mep. 4719 KANHOMETPOB AaHHbI 3P EKT IMOXET 6GbITb HE3HAUUTENIbHLIM (HANpUMep, napa MM pT. cT.) AN 60/ee GbICTPbIX
HE OTBOAAWMX RGM unu 6onee cylecTBeHHbIM (Hanpumep, HECKOMIbKO MM PT. CT.) ANS 60onee meaneHHbix OTBO-
AAWLKNX RGM. Oxugaetcs, yto RGM obecneunsaeT TOYHOCTb U3MEPEHMSA BO BCEM HOMUHA/ILHOM AnanasoHe 4acToTbl
AblXaHus.

BaxHo, uTo6bI Nto60e cHmkeHne TOYHOCTUN NBMEPEHUA gna FA30BbIX MOKA3AHUI B KOHLe BblAoXa, Kak
PYHKLMA 4aCTOTbl ibIXaHWUA 1 COOTHOLLIEHNA BPEMEHW BA0Xa U Bbl0Xa BO BCEM HOMUHa/IbHOM Juana3oHe, 6bI/10 yka3aHo
B VHCTPYKL MU NO 3KCnayatauuu.

BonbWNHCTBO RGM MMelT HWXHWIA npegen oTo6paxeHus, npu kotopom RGM yctaHaBnueaeT Hynesble MOKA-
3AHNA RGM npu oveHb HU3KNX YPOBHAX MA3A. laHHY0 METOAMKY UCNONL3YIOT AN5 nogasneHus wymos B MOKA3A-
HUAX RGM n SPEN®A npu oueHb Hu3kux YPOBHAX TA3A. OaHako u3roTosutensam RGM. U3Mepsiowmx aHecTesu-
pyloue BelecTsa, ciegyeT yunTbiBaTb, YTO faHHasA MeTofuka MOXeT Bbi3BaTb K/IMHUYECKNe Npo6aeMbl N0 OKOHYaHWUW
aHecTe3nun. AHecTesnpyolre BelecTsa xpaHatcsa B TkaHAX MALMVEHTA n meAneHHo BbICBO6OXAAKTCA, eCNun BfblXa-
emas KOHLEeHTpauna MeHblle KOHLEeHTpauun B TKaHsAX. B koHUe feiicTBus aHecTesun, 0COGEHHO KorAa MHransumoHHas
aHecTesns NoAAepXUBaETCS BHYTPUBEHHbIMU nekapcTBamu. MALLIVVIEHT He MOXeT OTOWTM OT AelicTBMSA aHecTe3uu, noka
KOHUEeHTpaunsa aHecTe3npyloLWwmnx BelecTs B KOHLE BblA0Xa He OCTUrHET OYeHb HU3KOTO 3HAYEHUS — BO3MOXHO, 6113-
KOTO C HWXHUM npeaenomM oTo6paxeHns RGM. 3To NpMBOAMT K BO3HUKHOBEHUIO HEOHO3HAYHbIX cUTyaumii ana OMEPA-
TOPA, korga RGM oTtob6paxaeT Honb, a MALUMNEHT He npuxoguT B CO3HAHWE M3-3a HU3KOTO, HO KTIMHUYECKM 3HAYMMOro
YPOBHSA BblAblXaeMblX aHECTe3VpPYIOLLNX BeLecTB. B HacTosLwem cTaHjapTe yCTaHOBNEHO, YTO 3TOT MOPOroBbllii YPOBEHb
fonmkeH 6bITb ykasaH. Kpome Toro, pekomeHgyeTcs, 4To6bl RGM oTo6paxan pasHuly mMexay COCTOSHUSMU «He Oob6Ha-
PYXEHO aHeCTe3UPYLLMX BELLECTB» N «YPOBEHb aHECTE3NPYIOLNX BELLECTB CAINWKOM HU30K AN TOYHOTO U3MEPEHUSI».

Moppaspen 201.7.9.2.13.101 [lononHUTeNbHblE TPe6OBaHNA K 06CNYXBAHUIO

PerynspHaa kannbposka, MHCMEKUUSA U UCNbITAHUA ABAAKTCA NpU3HaHHbIMU MeTogamu YMPABJTIEHUA PUCKA-
MW n HeobxoauMbIMK A5 AnuTenbHOW 6e3onacHoil paboTel RGM. OTAenbHO cnegyeT paccMoTpeTb ahPEeKTUBHOCTb
3TUx metonoB YMPABJ/IEHUA PUCKAMU, ecnn OTBETCTBEHHAA OPTAHU3ALWSA BbiNONHSAET AaHHble AeicTBUS
HeperynspHo.

Moapasgen 201.7.9.2.14.101 fononHutenbHble Tpe6osaHnsa Kk MPUHALONEXHOCTAM, BcnomoraTesibHbIM Usge-
NAM. UCMO/b3YEMbIM Matepuanam

PWCK TOro, 4to fblxaTeflbHblii ra3 NepeHocUT MUKPOOPraHM3Mbl, KOTOpble MOryT WHULUMpOBaTb CrneaytoLliero
NMALMEHTA, He oyeBugeH ana scex OMEPATOPOB. HanpumMep, MOryT 6biTb 3arps3HeHbl XUAKOCTU, cobrpaemble B
napoocyluutene, COOTBETCTBEHHO, Heo6XoAMMa KOppeKTHasa yTunusauus ans obecneyeHns Toro, YTO Apyrue nuua He
VHMULNPYIOTCA OT 3TUX XUAKOCTEA.

Mogpasgen 201.7.9.2.15.101 JononHuTenbHble TpeboBaHWA K 3alyMTe oKpyxatLeli cpeapl

Kak kannbpoBouHble rasbl, Tak u 06pasubl ra3oB MoryT co3gasatb PVICK Ha paboyeM mecTe u 4715 OKpyxatoLiei
cpegbl. OTBETCTBEHHAA OPTAHU3ALINA gonxHa noHMMaTh 3TU pucku n obecneunsatb MPOLIEAYPbIl koppekTHO-
ro obpalleHvs n yTuamsauum aHHbIX TasoB.

Moapasgen 201.7.9.3.101 lonoNHUTENbHbIE TPEOOBAHUA K TEXHUYECKOMY ONUCAHWI0

MeToAbl BbIUNCNEHNA 3HAUEHNIH AN KOHLA BbIJ0Xa OTIMYAI0TCA y pa3nnuHbix U3TOTOBUTEJ/IEW u MoryT BAnsAThb
Ha TOYHOCTb MPU KIMHUYECKOM MCMOMb30BaHWUN W. CiefoBaTeslbHO, [O/KHbI OblTh YKa3aHbl. [laHHble 3HAYeHWUs BAUSAIOT
Ha NPUHATUE KIIMHUYECKUX PeLleHnii, 0CO6EHHO eCin 3TV 3HAYEHUS CNYXAaT BXOAHbIMW JaHHbIMW ANSA LPYTUX anropuTMoB
(HanpumMep, ynpaBneHusi annapaTom UCKYCCTBEHHOW BEHTUASILUN NErkUX ¢ 06paTHoli CBA3bIO).

CoobuieHrie 06 OCHOBHOW YacToTe BbIOGOPKN MPU U3MEPEHNM nMapaMeTpoB curHana B RGM Heob6xogumo Kak ¢ Kin-
HMYECKON. Tak N C TEXHUYECKOW TOYKM 3peHus. YacToTa BbIGOPKM MpW U3MepeHuun (Kak v B ciydaB HefgocTaTouHol MO-
CTOAHHON BPEMEHU OTBETA CUCTEMbI) MOXeT Bbi3BaTb CHUXEHNE MO aMNMTYAe MUKOBbIX 3HAYEHMI curHana
W. KaK cnefCcTBue, CHUXEHWe oTo6paxaeMbiX 3HauYeHWii B KOHLe Bblgoxa. CHUXeHWe TOYHOCTW NOSyYeHUs curHana
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NPUBOANT K 3aMETHOMY TallEeHUI0 UK CIAIXKMBAHMIO CUTHANA Y MOXET «CMasaTb» UM YMEHbLWNTb KNHUYECKU 3HaUNMble
apTedakTbl, Takme Kak «kapAmoreHHble kofiebaHusi» 1 0COBEHHO «pacliesnimHa Kypape». [1ns Bcex cuctem c6opa faHHbIX
yacToTa BbI6OPKM NPU U3MEPEHNN CUTHAMA SB/ISIETCS K/OYEBbLIM NapaMeTPOM AJ151 OLEHKIU OrPAHNYEHNA JaHHOW CUCTEMbI
U 4N Bcex pusnonormyecknx opm curHana. CylecTByeT MUHWMA/bHAsA Y4acToTa NofyyeHus AaHHblX, Heo6xoavmas
O/151 UX OTOBPaXKEHNs 1 Bbl4E/IeHUS 0COB6EHHOCTE curHana.

Moapasgen 201.11.6.5 MpoHukaHne BoAbl Unu TBEpAbIX Yactuy B8 ME U3AENUVA nwnn ME CUCTEMBbI

B cpefie MHTEHCMBHOI Tepanuu 1 peaHuMaLuy peryispHo BCTPEYanTCa XULKOCTM (BK/IKOYAs MOT, KPOBb M XKUAKOCTN
Tena). NoppepxaHne BE3OMNACHOCTN C YYETOM OCHOBHbIX ®YHKLMOHANBbHbIX XAPAKTEPUCTWK nocne
pasyMHOro npefckasyemoro CTo/IKHOBEHUA ¢ xugkoctamu sawmuaetr ONEPATOPOB n NMALMEHTOB ot Henpremnembix
puckoB. KomuTeT cunTaeT ypoBeHb IPX1 goctaTouHbIM ANS 3aliMThl B Cpefe UHTEHCUBHOI Tepanuu 1 peaHumauuu, npu
OCYLLeCTB/IEHNN KOTOPOW 4acTo UCMO/Mb3YIOT BHYTPMBEHHbIE IMHAW U KanesibHWLbl, KOTOPble MOTYT NPOMBaTh XWUAKOCTb
Ha RGM. Bonee cTporve TpeboBaHusa IPX2 npumeHsaoTca k RGM. npefHasHaYeHHbIM 418 UCMOb30BaHUA Npu npodec-
croHanbHOM TpaHcnopTupoBaHun MALVMEHTA 3a npegenamu meAuLMHCKOrO yupexgeHus, npu kotopoit RGM 6onee
yA3BMM (Hanpumep, Npu UCMOb30BaHUM 3a NpejenaMn MallnH CKOpPOK NOMOLL M, NPy YpesBblvaiiHo cuTyaunmn, npy nno-
X0l noroge).

Mogpasgen 201.11.6.6 OuncTka v gesnHdekuns ME N3LEANA n ME CUCTEMbI

OuuncTka 1 gesnHdekuna rasosbix nyteii B RGM n nx MPUHALMTEXHOCTHAX BaxHa ANS CHuxeHns PUCKA
nepekpectHoro uHguuuposanna MALMEHTOB. B YC/ZTIOBUAX ux EANHUYHOIO HAPYLWEHWA, Taknx kak Hapy-
LIeHne LeNoCTHOCTM (hnibTpa AblXaTelbHOW CUCTEMbI, €CIN NOKa3aHOo, YTO PUCK 3arpsA3HeHNs ras3oBbiX NyTel ABAseTcs
npuemsieMbiM, OHU MOTYT He NoTpe6oBaTbCS.

Moppasgen 201.11.8.101.1 TEXHUYECKME YCNOBUA CPABATbIBAHUA CUTHANTU3ALWNN npn oTkase no-
fauun nutaHus

TpeboBaHMa HacToswWwero ctaHgapTa oTHocutensHo TOUHOCTU U3MEPEHWA ocHoBaHbl Ha AONYyWeEHUN, YTO
RGM rapaHTupyeT cooTBeTcTBUe 3asBneHHoli TOYHOCTUN WN3MEPEHWA Tonbko B HOMWHA/IBHOM pananasoHe
XapakTepucTuk nuTaHma (T. e. NPy BO3MOXHOCTM HOpMasbHOl pab6oTel). CnegoBartensHo, gaHHas TOYHOCTb U3ME-
PEHWSA He rapaHTMpoBaHa npu XxapakTepucTukax NUTaHua 3a npegenamu gvanasoHa, YTo NpuBOANT K HEOHXOANMOCTH
npekpauieHus oto6paxenns MOKA3AHUI 8 RGM n reHepupoBaHns cooTeeTcTaylowmnx YC/IOBUIA CPABATBIBAHUA
CUTHANU3ALNN. 3Tn aelicTeusa npegoTspaljalnT oTo6paxeHne RGM noTeHUMansHo HeTouHbix MOKA3AHWA, koTo-
pble MoryT npuBecTn K NpuHATNI0 ONMEPATOPOM HeBepHOro K/IMHNYECKOro peLleHus.

RGM sBnsieTcsi cnoco60M ynpaB/ieHust puckamm Ans HeKoTopbix Tunos ME W3AEINN (Hanpuvep, annapaTtos
NCKYCCTBEHHOW BeHTUIALUUN nerkux). Moatomy 6esonacHoctb MALMEHTA 3aBucHT OT KOppekTHOW paboTel RGM. Ecnn
RGM npubnuxaeTcsi K MOMEHTY, korga 6oblue He MOXeT obecneunmBaTbCA NUTaHWe B Auana3oHe, HEO6XoAVMOM AN
HopManbHoI paboTbl. ONMEPATOP gomxeH 6bITb HEMeA/1EHHO ONOBELLEH O NpubAmxkatowemcs oTkase. Jlloboe nocnepy-
lolee CHUXeHne npreegeT K oTkIYeHnio RGM.

Ecnn HopmanbHas pa6oTa MoAJepXuBaeTcs BO3MOXHOCTbLIO nepekntoueHns Ha BHYTPEHHUWA UCTOUYHWK NKU-
TAHUS. onacHocTb oT oTkasza MUTAIOLLEA CETW cyuiecTseHHO MeHblue. OMEPATOP aonxeH WHOPMUPOBATLCS O
nepeknoueHnn ot MATAIOWEN CETW, Tak kak BHYTPEHHWUA NCTOYHUK MATAHWSA nMeeT orpaHnyeHHy eMKOCTb.

Moppasgen 201.11.8.101.2 CoxpaHeHMe HACTPOEK U AaHHbIX MOC/e KpaTKOBPEMEHHOTO OTK/IYEHUSI NN aBTOMa-
TUYECKOro nepektyeHns

Bbi6op HacTpoek, cooTBeTcTByOWmnX MALMNEHTY, HacTpanBaeT RGM ans gaHHoro MAUWVMEHTA. BHe3sanHblii u
HeOoXWUAaHHbI COPOC 3TUX HACTPOEK, OCOBEHHO ecnn AA YCTPaHeHUss HEOXMAAHHOTO HapyLeHUs NuTaHua TpebyeTcs
BMellaTenbcTBo OMEPATOPA, MoxeT 6biTb Henpuemnembim PUCKOM gns MALUVEHTA. Ana HACTPOEK CUTHANN-
3AUWNW cornacHo M3K 60601-1-8 He06Xx0AMMO, YTOObI NP KOPOTKOM OTK/IHOYEHUMN MUTAKOWEN CETW nnu aBTomatu-
YeCKOM NepekItoYeHNN HACTPOIKN BYAYT COXpaHATLCS.

Moapasgen 201.11.8.101.3 PaboTa nocne AINTE/IbHOTO OTK/I0YEeHUS

Tak Kak npu AnNuTeNbHOM oTKMoueHnn MUTAIOWEN CETW gnsa coxpaHeHus HACTPOEK W AaHHbIX MALMEHTA
MOryT NoTpe60oBaTbCA 3HauUMTe IbHble YCUNNA, MUHUMasIbHLIM Tpe6oBaHnem anseTca onucanme B SKCMTYATALNOH-
HbIX JOKYMEHTAX Toro, kak pabotaeT RGM nocne gantenbHOro OTK/IYEHUA.

Moapasaen 201.11.8.101.4 PE3EPBHbIN UCTOYHWUK MUTAHUA

Ecnn RGM pa6oTtaet oT PE3EPBHOIO MCTOYHUKA MNTAHWA, To nogaya nuTaHusi oT ocHoBHOW MUNTALIO-
LLI,EI7I CETW He ocywectBnseTtca. ONMEPATOP gos/mkeH oco3HaBaTth, YTO HAa KOPOTKWUIA nepuog BpeMeHu paboTta ycTpoii-
cTBa npepbiBaetca. Mepunog B 30 MUH. cunTaeTcsa A4OCTATOYHbIM A1 6€30MacHOro 3aBeplleHuns npoueaypbl Uan BoccTa-
HoeneHna MUTAIOWEN CETW (cm. Takke o60cHoBaHne 201.11.8.101.3).

Moapasgen 201.11.8.101.5 PE3EPBHbIN UCTOUHWK MUTAHWA gna TpaHCnopTMpoBaHus 3a npeaenamu me-
OVLVHCKOTO yupexaeHuns

Mpu npodheccmoHanbHOM TpaHCNOPTMPOBaHWM 3a Npefdenamu MefuLMHCKOro yupexzaeHus Tpebyetcs 6onblias
ANnTenbHOCTb paboTtel oT PEBEPBHOIO NCTOYHUKA MUTAHWA, Tak kak B AaHHbIX YC/TOBUSIX CNIOXHEE B niaHe 6e3-
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onacHocTn socctaHoBuTb MUTAIKOLW YO CETb wnnmn 3aBepwunTb npoueaypy. BeposatHee scero. MALIVVEHT MoxeT 6bITb
NPUHAT B COOTBETCTBYIOLEE MEULIMHCKOE ynpexaeHvne B npefenax 14 pe3epBHOro BpemeHu (CM. Takke o60CHOBaHMe
201.11.8.101.4).

Mogpasgen 201.12.1.101 TOYHOCTb U3MEPEHUN

TOYHOCTb UBMEPEHUSA RGM sBnsetca OCHOBHOW ®YHKLUWOHA/IbHOM XAPAKTEPUCTUKOW

Cnepywowmii naparpadg saBnseTcs nepeneyaTkoii 060CHOBaHUA U3 [28], HA MOMEHT M3[aHNA KOTOPOro ranoTaH.
aHNopaH 1 nsodaopaH 6binn eANHCTBEHHBIMU KIMHUYECKU AOCTYMHbIMU rasoreHnpoBaHHbIMU BeliecTBaMu. B Ha-
cTosiee BPeEMS JOCTYMNHbI ABa AONOMHUTENbHbIX FrafloreHMpOoBaHHbIX BelecTBa: ceBodiopaH naecdnopaH. Komuter
onpegenun TOYHOCTb UBMEPEHWSA ANns gaHHbIX ranoreHnpoBaHHbIX BELWECTB Tak Xe. Kak 3T0 fenan UCXoAHbI Ko-
muteT. NcnbiTanua TOYHOCTU N3MEPEHWA npoBoaAaT Bo BCeM guanasoHe M3mMepuTesbHbIX BO3MOXHOCTe RGM,
1 Bepudurkauns npoxoauT ¢ MCNONb30BAHMEM WCMbITATE/IbHbIX FA30B, COAEPXalX rasoreHnpoBaHHble BellecTBa €
HU3KMMU, CPEAHMMM M BbICOKAMM 3HAYEHUAMU KANHUYECKM MCnonb3yeMblx YPOBHEW FA3A. O6ocHoBaHue Ans Tou-
HOCTU n3mepeHnsa u3 [28].

Tpebyemas TOUHOCTb U3MEPEHUA 419 ra/loreHMpPOoBaHHbIX aHeCTe310N0rnyYecknx rasos 1 3akmcu asoTa 6blna, BO3-
MOXHO. CaMblM MHTEHCUBHO 06CYyXAaeMblM BOMPOCOM BO BpeMs coBelwaHns KomuTteta. Kpome TOro. KomuteT yunThbl-
Ba/ pe3ynbTaTbl aKTUBHbIX 06CYXAEHNI Ha MeXAyHapoAHOM YpPOBHE B HEKOTOPbIX CybbekTax. OkoHYaTeNlbHOe pelueHune
6bI/1I0 NPUHATO NoOC/e onpefeneHns KIMHULMCTaMK, KakK HauMOHabHbIMU, Tak U MeXAYHaPOAHbIMU, UX <KIVHUYECKUX
TpeboBaHWi» K OTKIOHEHWNIO OT peasibHblX 3HAYEHWUI NPU Pa3/IMYHbIX YPOBHSX rasa rasoreHNpoBaHHbIX aHeCTe3NpPYLLNX
BellecTB U 3akucu asoTa (T. . KIMHUYECKN AONYCTUMOI HETOYHOCTMN MOKa3aHuiA).

MpumeyaHune — KomuTeT nepecmoTpen faHHOE UCTOpPMYEecKoe OGOCHOBAHWE W ONpefenus, 4To OHO Mo-
npexHeMmy akTyasibHo.

Mogpasaen 201.12.1.101.2 APEN® TOYHOCTN U3MEPEHUN

HekoTopble BO3MOXHble METOAUKU W3MEPEHUSI ra3oBbiX nokasaTeneli MoryT 6biTb HEOCTATOUYHO CTABUbHBIMU B
TeyeHune BpeMeHu 418 COOTBETCTBUA MUHUMATIbHLIM KIIMHWYECKUM Hyxaam. RGM goskeH octaBaTbCA B ONpeAesieHHbIX
npegenax 4ns obecnevyeHns oTcyTcTBus Henpuemnemoro PUICKA.

Tab6nuuya AA1l — PeanbHble KMMHUYECKNE TpeboBaHWUA ANA AblXaTesbHbIX ra30B 4151 KOHEYHbIX (PYHKUMOHANbHbIX
XapakTepucTuk
YPOBEHb r'A3A. KmmHunueckvie TpeGosaHun TOYHOCTb U3MEPEHUN.
% KTOYHOCTU U3MEPEHUN onpegeneHHas gia RGM, %

[anoreHnpoBakHoe aHecTesupyloliee BelecTBo. %

0.50 +0.20 +0.23
1.00 +0.30 +0.30
1.50 +0.30 +0.38
2.30 +0.50 +0.53
4.00 +1.00 +0.75

3akucb asoTta. %

40 +5.0 +5.2
50 +5.0 +6.0
60 +6.0 +6.8
80 +8.0 +8.4

Moapasaen 201.12.1.101.3 TOUHOCTb U3MEPEHWUM ans FA30BbIX MOKA3AHUW B cmecu rasos

B knnHuyeckoit npaktuke RGM ucnonbayetcsi Ha MALMEHTE 1 co cmecsimMu ra3os, KOTopbiMy AblinT MALUMVEHT.
B 3aBMCKMMOCTM OT TeXHONOrnW, NnpuMeHsiemoli B RGM. HekoTopble rasbl B CMecy MOryT NpMBOAUTL K OLLMOKE U3MepeHus.
RGM ponxeH obecneunsate OCHOBHbIE ®YHKLMOHANBbHbLIE XAPAKTEPUCTUKW ans Bcex rasos wan cMmecei,
npefycmoTpeHHbIx ansa RGM. CMecu, npuBeaeHHble B Tabnuue 201.104. o6ecneunsatoT oueHky TOUHOCTU U3MEPE-
HWA gna cmeceii ra3os, BCTpeyaeMblx B KMHUYECKOW NpakTuke.

Moapaspen 201.12.1.102 OBWEE BPEMA OTBETA CUCTEMbI 1 Bpemsa HapacTtaHus
OMEPATOPbI RGM f0/XHbI NPpUHMMATL BO BHUMaHWe 3afepxku, npucywne RGM. 4yTo 061eruynt uM noHnMaHue
BCell paboTbl 1 peakumn RGM. Ha 3T 3afepXkn BAUSIOT Takne Belyu, Kak CKOpoCTb oT6opa npobbl.
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Tpebyetca usmepatb OBLWEE BPEMSA OTBETA CUCTEMbI gna kaxgoih koHdurypauum abixaTenbHol cucte-
Mbl, ONpeAenieHHoW B MHCTPYKUMKU MO aKcnayaTtauyun. flonyckaeTcs ykasaHue OAHOro 3HadeHus, oTpaxatouwero OBLWEE
BPEMA OTBETA CUCTEMBbI npu KoHurypaunv goixaTesibHOro KoHTypa, obecneumsaroLein camblii Mef1eHHbI OTBET.
N3rOTOBUTEJO pekomeHzyeTcs ykasbiBaTb oTAenbHo OBWEE BPEMA OTBETA CUCTEMbI ansa kaxgoro tuna
MPUHAANEXHOCTEW (Hanpumep, otaensHo ana OTBOASAWMX RGM. MCNOMb3yOWMX Ha3aibHble KaHIM 1 agan-
Tepbl BO3AYLWHbIX NyTei).

Moapasaen 201.12.1.103 OTo6paxeHns eanHn namepeHns FTA30BbIX MOKA3AHWIA

TOYHOCTb M3MEPEHWA He nmeeT 60nblioro 3HavyeHus, ecnm ONMEPATOP He 3HaeT eAuHWL, M3MeEpEeHMus.
CnepfoBaTtefibHO, BaXHO, 4To6bl OMEPATOP Mor nierko onpefenuTb eAnHNLbl U3MepeHusi. Ecnnm HacTpoliku perynupyet
OMEPATOP, To 3Ta MHOpMaLMa [0/KHA 0TOGPaXaTbCs MOCTOSIHHO, Tak Kak npeabigywmii ONEPATOP mMor usmMeHuTb
eANHNLbI U3MEepPEeHUS.

Moppasgen 201.12.1.104 OTobpaxeHns pexvMa paboTbl

B nto60M pexume, OT/IMYHOM OT HOPMasIbHOTO pexuma KoHTpons. RGM gomkeH oTobpaxaTb, YTO OH HE KOHTPON-
pyeT MALUMEHTA. B knuHWYecKoli NpakTuke Bo3HWKanu cutyauyun, korga RGM 6bin B pexvme gemoHcTpauun, a ONMEPA-
TOP cumTan, 4To oH KoHTponupyeT MALMVEHTA. BoT noyemy Heo6xo04MmMO, 4TOObl MHOPMAaLNSA O HEKOHTPOUPYIOLLLEM
pexume oTobpaxanacb NocTosiHHo. RGM ponxeH aBTomMaTuyeckn BO3BpallaTbCsi B PEXUM KOHTpons 6e3 BMmeluaTesb-
cTBa oneparopa.

Moppasgen 201.15.3.5.101 fononHuTenbHble Tpe6oBaHUS Ana rpy6oro obpalyeHns

MNpn HOPMAJIbHOM NCMNO/b3OBAHUW ME WU3AENWNA, sknoyaa RGM. nogsepratoTca MexaHU4ecKuxr Ha-
rpyskam (Hanpumep, Bubpauuu, ygapam) n cnydaiiHbiM 06pa3om AoN0MHUTENbHbIM Harpyskam. CnegosatensHo, ME U3-
OENNA pomkHbl 6bITb OCTATOYHO NPOYHBLIMU, YTOObI BblAepXuBaTbh BUOpaLnio, yaapbl, CTOIKHOBEHUS U NageHus, BO3-
HUKaoLwmne npu HopMaabHOM UCMOMb30BAHUN.

3TN UcNbITaHNS GblNN BbIGPAaHbI HA OCHOBAaHWUMN NpeABapuTe/IbHON KaueCTBEHHOU OLeHKN OTHOCUTE/IbHOM TAXecTn
cueHapueB AN pasnuuHbIx cped [T. e. LJOMALIHEN CPEAbLI MO YXOAY 3A BEOJIbHbIM, cpefpl chneunansHoro mMe-
[OVILMHCKOTO YyUYpexeHns n cneymanbHoro TpaHenopra (Ha3eMHOro M BO3AYLIHOI0)) Ha pas/iMyHbiX pasmepax n Tunax ME
W3LOENUN (1.e. PYYHOE. MEPEHOCHOE n MEPEABWXXHOE). PesynbTaTbl aHann3a KomuteTa npusegeHsl B Ta6au-
ue AA.2 ANs pasnnyHbIX TUMOB YAAPOB U BUOpaLnu, KOTOpble MOTyT BO3HUKHYTb.

O60cHOBaHWe 06beMHEHNA fOMaLLHel 1 rocnuTanbHol cpedbl cnedytoliee: KoMuteT npusHaeT, u4To ANS ciydva-
eB yAapa, Bubpauun n CTO/IKHOBEHMA JOMallHASA cpefa fBnseTca 6onee MArkon, Yem ANSA cneynanbHbIX MefULUHCKNX
yupexaeHuii. TeM He MeHee 6blfI0 NPUHATO pelleHne 06beAVHUTL 3TU [iBE KaTeropum — Kak 418 NpocToThbl, Tak U No Toi
npuyunHe, 4to MHorne ME N3AENTNA pyTUHHO NnepemMeLlalnTca 3 cneymanbHOro MeanumnHcKoro yupexaenns s JOMALL -
HIOKO CPEAY MO ¥yXOA4Y 3A BOJIbHbIM n o6paTHoO.

Ta6nuua AA.2 — KadyecTBeHHas oueHka cpef Ha ygap v Bubpauuio RGM

PacnonoxeHve
Kareropus CraHgapTHble cpefpl TpaHcnopT
ME U3OENNA
[Jom hﬁsggﬁ:ﬁme HazemHbIi1 TpaHcnopT AsmaTtpaHcnopt
MepeaBuxHoe D1 S1 \ D1 S2 \Y| D1 S3 V2 D1 S3 V3
lMepeHocHoe D1 S2 VO 01 S2 \ 01 S3 V2 01 S3 V3
PyuHoe D3 S1 \ D3 S2 Vi D3 S3 V2 D3 S3 V3
CraumnoHapHoe Het Het He npumeHsieTcs

S — ypap; V— Bubpauus; O — nageHve
Knacc: 0— He ucnbiTbiBaeTcs; 1— HavMeHblas TAXeCcTb U 7M1a> 2 — cpeaHsas TSXecTb Unn 7M2; 3 — Hau-
60/blIan TAXeCTb unn 7M3

a) O6o03HaveHuss 7Mx onpegeneHsl B M3K 60721-3-7.

Mocne kayecTBEHHOW oLeHkn KoMUTET OLeHUN MexayHapogHble cTaHAapTbl cepun M3K 60068 Ha ucnbITaHUS Ha
YCTOWUYMBOCTb CpeAam 1 COOTBETCTBYHOLMEe 060CHOBaHMSA, a Takke cepnto M3K 60721 pykoBOAALLMUX [OKYMEHTOB.

Mpwu BbIGOPe TpeboBaHnii KomnuTeT ndyyan Apyrme UCTOUHWKM Ha NpeaMeT MaTepunanos, KacalLWwmnxcs aTUX ucnbita-
Huii (hanpumep. FDA Reviewer Guidance for premarket notification submissions. Mil Std 810. etc. [33]), ogHako Hanbonee
cooTBeTCTBYOLWUMY Npu3Han MK 60721-3-7 n MOKJ/ITP 60721-4-7. [laHHble MeXyHapoaHble cTaHA4apTbl NO/THOCTLIO CO-
OTBETCTBYIOT TpeboBaHUAM, onpefeneHHbiM B Tabnuue AA.2. B BblleyNoOMAHYTbIX MEX/AYHapoHblX CTaHAapTax onpe-
[eNeHo TpU Knacca MexaHW4Yeckux ycnosuii; 7M1. 7M2 n 7M3. KoMUTeT cunTaeT, 4To knaccbl 7M2 1 7M3 nydwe Bcero
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npefcTaBnaoT yCcoBus, Habnogaembie BO BpEMA TPAHCNOPTUPOBAHUA NauveHTa B npejenax MeAuLMHCKOro yypexaje-
HWA 1 NpK NpodeccroHabHOM TpaHCNOPTUPOBaHUK NauueHTa 3a npejenamMnm MeguLUHCKOro yYpexaeHns CoOoOTBeTCTBEH-
HO. KOMMTET ycTaHoBMA, 4TO B OTHOwWeEHUN ME W3AENUN, npeaHasHaueHHbIX 4S8 UCNONb30BAHNA B MEANLMHCKNX Yu-
pexaeHnax, 1 ME U3AEJINI, npumeHseMbix Npu npoeccnoHansHoM TpaHcnopTuposaHun MALIMEHTA 3a npegenamu
MeANUMHCKOro yUpexaeHus, AO/MKHbI NPOBOAUTL Pas3IMyHble UCTbITAHNA U Ha Pa3/IMUHbIX UCTbITATENIbHbIX YPOBHSX.

Mpu3HaHo, 4TO HeT HeobXxo4MMOCTK B MpoBepke Toro, yTo ME U3AENWE pa6oTtaeT B npegenax cneyndukaumm
N3rOTOBUTE/A BO Bpems NpoBeAeHUs UCnbiTaHnii Ha BUGpauuio {cnyyaiHyo u cuHyconganbHyo). Mocne TwaTens-
HOro paccMoTpeHusi KoMuTeT peLns, 4To NoAo6HbIe UCTbITAHUA BYAYT U3NULIHE OrPAHNYMNBAIOLLMMY 1 YTO MOBbILEHHAs
CTOMMOCTb He OyfeT onpasfaHa 13-3a He3HauuTeNbHOro ynydwenus 6esonacHoctn MALIVEHTA. MpoBepka KOPPEKTHO-
cTV paboTbl Nocne 3aBepLUEHUst UCMbITaHWI GblNa NpM3HaHa JOCTaTOYHONA.

Mopgpaspen 201.15.3.5.101.1 Yaap u Bubpauus

RGM. npegHasHadeHHble gns HOPMAJIbHOM PABOTbI B npefenax cneumanbHoro MeAnLMHCKOrO yupexaeHus,
6yayT noABepraTbCA MexaHUYeckvM HanpskeHusam (Hanpumep, Bubpauus, ygap) u cnydaiiHibiM 06pa3oM AONOHUTENb-
HbIM HanpsxeHusam. CnegosatensHo. ME U3AEJINA, npegHasHavyeHHble 411 UCMO/b30BAHUA B CheunasibHbiX Mean-
LMHCKNX YUpexaeHnax, AO/DKHbI 6biTb 4OCTATOYHO MPOYHbIMMK, YTOGbI BbligepXMBaTb UCMbITAHUS Ha BuGpauuo v yaap,
onucaHHble B MOK 60721-3-7 ypoBeHb 7M2. B MOK 60721-3-7 yka3aHo, 4TO flaHHbIi Knacc npuMeHsieTcst Npu Ucnosb30-
BaHUM B 1 NPV NPSIMOM NepeMeLLeHnn Mexay 06/1acTAMU TO/TbKO C HU3KMM YPOBHEM BMOGpaLVM UIN CO CPEAHUM YPOBHEM
BO3MOXHbIX yiapoB. B aTUX yCnoBUAX HEOOXOANMbI OCTOPOXHOE o6palleHne n 6epexHblii nepeHoc NpoayKLuK.

KomuTteT Bblbpan NnpoAo/KUTENbHOCTL A48 UCMbITaHUIA Ha cyyaiiHyto Bubpauuio 10 MuH., XoTs pekomeHayemas B M3K
60721-3-7 NnpofoKMTENbHOCTL cocTaBnsieT 30 MUH. — ANt o6ecneyeHnss COBMEeCTUMOCTM ucnbiTaHuii ¢ ICO 21647. B nep-
BOIi MonpaBske K HacTosLLeMy YacTHOMY cTaHAapTy KomuTeT npegnonaraeTt yBennynTb NPOA0/KUTENBHOCTb A0 30 MUH.

Moppasgen 201.15.3.5.101.2 Yaap u Bu6paLmsa npym npotheccmoHanbHOM TpaHCNopTMPOBaHUN

Mpu HOPMA/IbHOW PAEOTE ME W3AENWUS, sBkntoyas RGM. ncnosb3yemMble Npu NPodeccMoHasbHOM TpaHc-
noptuposanun MALIMVEHTA 3a npegenamu cneuuanbHOro MeAWLMHCKOrO yupexieHus, 6yayT nofseprarbCsi MexaHu-
YeckuM HanpshkeHusM (Hanpumep, Bubpauus, yaap, CTONKHOBEHME W NajeHue) v cay4daiHbiM 06pa3oM AONOSHUTENb-
HbIM HanpshkeHusam. CneposartensHo. ME U3AE/INA, npeaHasHavyeHHble 419 UCMONb30BaHUSA NPU NPoeccMoHanibHOM
TpaHcnopTupoBaHun MALVMEHTA 3a npegenamu cneuymanbHOro MeAVNLMHCKOTO yupexXaeHUs, AO/HKHbI O6bITb JOCTATOYHO
NPOYHbIMU, YTOObI BbIAEPXMBATL UCNbITAHUSA HA MEXAHUYECKYI0 MPOYHOCTb, onucaHHble B M3K 60721-3-7 ypoBeHb 7TM3.
B M3K 60721-3-7 yka3aHo, 4TO B [JONOJ/IHEHNE K YC/IOBUAM, MOKPbIBAEMbIM KnaccoMm 7M2. knacc 7M3 npumeHsaeTca ans
MCMob30BaHNSA B 1 NPU NepemMeLLeHnn Mexay 061acTaMn Co 3HaUnTeNbHO BUGpaLei nam ¢ BbICOKUM YPOBHEM YAAPOB.
B aTWUX yCnoBUsAX NpeAnonaraeTcs HEOCTOPOXHOe obpalleHne n nepeHoc ME VU3AENUN.

B HacTosilee Bpemsi OTCYTCTBYIOT 06LMe NporpamMmmMbl UCMbITAHUIA, KOTOpPbIe Gbl TOYHO BOCNPOU3BOAMAN AMana3oH
ycnosuii Bubpauuii n yaapos, ucnoityemblx ME U3AEIMAMW npu ux ycTaHoBKE Ha BO3AYLUHOM WX HAa3eMHOM TpaHc-
nopte. CnepoBsartefibHO, fMHaAMMUYECKNe UCMNbITaHWA, onpedefieHHble B AaHHOM nogpasfgenie, 6bi1n 0A06peHbl, TakK Kak
ME WU3AE/INA, ucnbiTaHHble B 3TWUX YCMIOBUAX, BEpPOsATHee BCero, 6yAyT BblAepxnBaTb HOpManbHOe JMHaMnUyeckoe pac-
npegeneHne. KOTOPOMy OHM ByAyT noAsBepraTbCA NPV UCMOb30BAHUN HA HA3EMHOM M BO3AYLUHOM TpaHcnopTe (Bkato4vas
BepTO/eThl), KOTOPble Yalle BCero 3afeicTByoT Npu npodeccmoHanbHoM TpaHcnopTuposaHun MALVMEHTOB.

MpumeHenne ME I/I3,IJ,E!'IVII7I Ha XXe/ne3Ho40POXHOM TpaHCMopTe, camosieTax U BepTosieTax, BOEHHbIX Kopabnsax n
T. . MOXeT noTpe6oBaTb AONONHNTENbHbIX UCMbITAHUIA N NPOBEPKM 6e30NacHOCTU NPU UCNOMb30BAHUN B flaHHbIX Cpejax.

[Ana vcnbiTaHuii Ha cBo6oAHOE nageHue, onucaHHbix B MOK 60068-2-31. KomuteT mcnonb3oBan 060CHOBaHMA
pasNnNyHbIX YPOBHEN ANA OLEHKN TSHXECTU UCMbITaHUA, OCHOBbIBasICb Ha pesynbTaTax Tabnuubl AA.2. ins MEPEHOC-
HbIX ME W3OEJ/INA 6bina Boi6paHa KaTeropus ucnbiTaTebHbIX YpoBHeli, cooTeeTcTBytowas NMEPEHOCHOMY o6o-
pygosaHuio. KoMuTeT cornacuics ¢ TeM. YTO B UCMbITaHMAX Ha nageHne RGM fo/mkeH COOTBETCTBOBATb YPOBHAM A1
cpefbl Npod)eccMoHanbHOro TPaHCMOPTUPOBaHNS, a Takxe ¢ rem. uTo ana MEPEHOCHbLIX ME W3OENNN ageksaTHbIM
ucnbiTaHvem 6yaeTt najeHne B UX 3alUTHOM PYTAsApe, Tak Kak 370 byeT MakCMasibHO COOTBETCTBOBATb PeasibHbIM YC-
nosuam. Ana MEPEABVKHbIX ME U3E/NI 6bin BLIGPaH MeHee cTporuii yposeHb, Tak kak 3Tu ME U3AENUS, kak
npasuno.Taxenee.

KomuTteT BbIGpan 0gHO NajeHve 4 Kax40ro onpejesieHHoro Nof0XeHns ANs ncnbiTaHus Ha cBobogHoe nagexue,
HecMoTps Ha To 4To B M3AK 60721-3-7 pekomeH0BaHbl iBa NafgeHnusa — ANa nogaepxaHna COBMEeCTUMOCTU UCNbITaHUA C
NCO 21647. B nepBoii nonpaBke K HacToALeMy YaCTHOMY cTaHAapTy KomuTeT npegnonaraet yBe/IMYNTb YNCO NajeHuii
[0 ABYX.

Mopapasgen 201.15.101 Pexum paboThbl

KonTpons MALIVIEHTA npeanonaraeTt HenpepsisHoe nonydexne NMOKA3AHUY RGM. Tak uTo RGM gonxeH pa-
60TaTb HeMmpepbIBHO. HeT NpuynH fonyckatb Takne KOHCTPyKuun RGM. koTopble TpebytoT, HanpuMmep, NeproAoB OXiax-
[eHna Mexay nepuogamy HopmasibHOR paboTsl.

Moppasgen 201.101 BausHue npumeceii ra3os u napos

B knuHWYeckoli npakTuke npeaycMoTpeHo npumeHeHne RGM na MALMEHTE u co cmecamu rasos, KOTOPbIMU
AbiwnT MAUVEHT. B 3aBUCMMOCTM OT TeXHOM0rMW, ncnonb3yemoit B RGM, HekoTopble rasbl B CMECH MOryT NpuUBOAUTL
K ownbke namepeHns. RGM gomkeH o6ecneunts OCHOBHBIE ®YHKUWNOHA/TbHBIE XAPAKTEPUCTUWKW ansa scex
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rasoB WIN CMeceli, CNOb30BaHME C KOTOPLIMU NpeAycMOoTpeHo Ans RGM, Bkiouas npumecu ra3os. CMecu, NpuBeLeH-
Hble B Tabnumue 201.105. obecneynBaloT OLEHKY KOIMYECTBEHHOTO B/IMSIHUA U3BECTHbIX MpUMeceli ra3os, BCTpe4yaeMbiX B
KNMHUYECKOW npakTuke.

Moapasgen 201.102 YTeuka rasa

Mpu KNMHNUYecKom ucnonb3osaHun ytedka yepes JATUNK HE OTBOAAWEIO RGM moxeT nosnuaTtb Ha TOU-
HOCTb U3MEPEHW 1 Tem cambim neyenmne MALMEHTA. KoMuTeT BbIGpan ypOBHM yTEUKM, A1 KOTOPbIX MCTOPMYECKN
NPOAEMOHCTPUPOBAHO, YTO OHM MO3BOJIAIOT NPOBOANTL afekBaTHOe U athheKTMBHOE neveHune.

Moapasgen 201.103 CoegnHutenu noptos ana OTBOAAWLNMX RGM

B cBeTe paboT, BbINOMHEHHbIX 06beAUHEHHOI paboueit rpynnoit MCO/TC 210 1 M3K 62D, 1 OTYETOB O C/yyasix
HEeBEepHOro CoefMHeHNs, ucnonb3oBaHne coeguuuteneii /lioapa 6onblue He ABAAETCSA NpuemMnemsiM. HeBepHoe coeguHe-
H/We MOXHO afiekBaTHO NpPeAoTBPaTUTb, UCMOb3YA COeAVHUTENN Manoro guameTtpa, paspaboTaHHble A5 npefoTBpaLle-
HUS NOJ06HOr0 HeBEPHOro NoACOeAVHEHNS.

Moppaspen 201.104 MuHUManbHas CKOPOCTb NoToka Ans oT6opa o6pasLos

AfnekBaTHasa CKOpPOCTb MoToka A8 oT6opa 06pasLoB KpaiiHe BaxHa AnA TouHocTu FTA30BbIX MOKA3AHUM B
OTBOAAWNMX RGM. Ecnn ckopocTb notoka Ans ot6opa o06pasuoB najaeT HUXKe 3HaveHusi, Heob6xoAnMoro ans obe-
cneveHns TOYHOCTU UBMEPEHWA. ONMEPATOP posmkeH 6bITb NOCTaBNEH B M3BECTHOCTb O BO3HUKHOBEHWMN faHHOW
OMACHOW CUTYALUW ana Toro, uTo6bl OH MOT ee CKOppeKkTupoBaTb. CnefoBaTensHo, Ans noaaepxaHns OCHOB-
HbIX ®YHKLMOHANBHbLIX XAPAKTEPUCTWK Tpebyetcs Hanmune TEXHUYECKUX YC/IOBUIA CPABATBIBAHUSA
CUTHANN3ALUWMW gna npepynpe»neHuss ONMEPATOPA o HealeKBaTHOW CKOPOCTM NoToka Ans oT6opa o6pasyos.

Moapasgen 201.105 3arpsizHeHne fbIXxaTeNbHbIX CUCTEM

B uensx OCHOBHOW BE3OMACHOCTU MALMEHTA Heobxoaumo, 4To6bl OTBOAAWME RGM He nepeHo-
CUINM MUKpoopraHusmbl ot ogHoro MALVMEHTA k apyromy NMALWEHTY uyepes gbixaTtenbHyto cuctemy B YC/TOBUAX
EANHNYHOIO OTKA3A. Tak kak puibTp AblxaTeNbHol cucTeMbl He sensetcs KOMMNOHEHTOM C BbICOKOW CTE-
NMEHBbIO WHTEMPALWW, Henb3a paccunTbiBaTb Ha TO. YTO OH ByfeT npegoTBpallaTth 3arpsisHeHne B TeyeHne OXUNAA-
EMOIO CPOKA C/NY>XBbl RGM. lMpu ncnonb3oBaHuun unbTpa AbixaTebHol CUCTEMbl HEO6XOANMO Hanmye BTOPOro
cpefcTBa 3allnThl A5 CHUKEHUS BEPOATHOCTU TOFO, YTO MUKPOOPraHW3Mbl NPOHUKHYT yepes OTBOAAUWMUIA RGM u
onATb NonajyT B AblXaTeNbHyl cuctemy, naywyt k MAUNEHTY, ecnu obpasubl raza Bo3spalwjaroTca B AblXxaTebHY0
cucremy.

Mopapasgen 202.6.2.1.7 MogenuposaHune MALIMEHTA

[lns npoepkun gocTaTouHoit YCTONUMBOCTU AATUMKA RGM npu npoBeAeHNN UCAbITaHNii HE06X0AMMO n3me-
puTbL obpasel, rasa B yc/10BUAX, onpeesieHHbIX B JaHHOM nogpasgene. B yactHoctn, RGM fo/KeH U3mMepuTb KOHTPOSIb-
HY0 CMECb rasos.

Moppaspen 202.6.2.3.1 O6wue nNonoxeHuns

M3nyyeHune B cpefe npu npoceccmoHanbHOM TpaHcnoptuposarnmn MALMWEHTA 3a npegenamu cneymanbHOro me-
AVUMHCKOTO yypesaeHus (Hanpumep, Ha3eMHbIli W BO3AYLIHBIA cneunanbHblil TPAHCMOPT) NHTEHCUBHEE, YeM B 0ObIYHOM
cpeje crneynanbHOro MeANLMHCKOTO yYpexaeHns. 370 r1aBHbIM 06pa3oM CBA3aHO C TeM, YTO B faHHOl cpefe 06blYHO
HaxogmuTca ABYXCTOPOHHAA cucTeMa pajnoCcBA3N, KOTopas HenpepbiBHO U3flyvyaeT 3/1eKTPOMAarHUTHY0 3Hepru. B aTtux
cpepgax RGM, cooTBeTcTByOWMI TpeboBaHnam MIK 60601-1-2, go/mkeH ObiTb afekBaTHO 3aLUNLLEH OT C/y4YaiHbIX 1c-
TOYHWKOB 3/IEKTPOMArHUTHOrO U3ny4yeHuns. [JonoNHUTebHbIE UCMbITAHUA, HeobxoAuMble Ana npu3HaHns RGM rofHbim
ANA 3TON cpefbl, 4OMKHbI YUNTbIBATb TO/IbKO 4ONOMHUTE NbHbIE YTPO3bl.

YcTpoiicTBa AByXCTOPOHHel CBA3W NepeaatoT Kak rofioc, Tak U gaHHble naumeHTa. MpakTuka nokasana, Yto 06biy-
Hasi HanpsHKeHHOCTb nons [35]. usmepeHHasn B faHHOV cpefe, MoxeT gocTuraTtb 20 B/m. [0n10C 1 faHHbIe nauveHTa 06bly-
HO UMEIOT LMPUHY MOMOCHI MOAYNALMKU, NpeBbiwatLyo 1 kY. ¢ LeHTpanbHol Toukoih ana mogynauumn ronoca 1 kru,.
OCHOBbIBasiCb Ha CTaHAapTe Ha YCTONYMBOCTb K M3nyveHuto (MK 61000-4-3). KomuteT BbIGpan eAUHCTBEHHYIO UCMbITa-
TefbHYI0 TeUKy, NPeACTaBNAIOLLYI0 TUMUYHYIO NOIOCY MOAYNALMUM UHopMaLun. — 80 % aMnaInTy[HO-MOLYIMPOBAHHBbIN
npu 1kl curHan, umetoLwnii HanpsxeHHocTb 20 BrT5/m 1 pasmax 90.5 B.

3ameHa Ha 20 B/m Takxe cornacyetcsa c Tpe6osaHusimMm [33].

Moapasaen 208.6.1.2 MpuoputeT YC/IOBUN CPABATBIBAHUS CUTHANUSALNN

B HacTosiwem ctaHpapTe Tpebyetcs, 4To6bl RGM reHepuposan YCJ/TIOBUA CPABATbIBAHUA CUTHANN3A-
LW npu obHapyxeHun 6osee 04HOr0 rasiorBHNPOBAHHOIO aHeCTe3npylolero BelecTsa B BblfblIXaeMblX rasax. 970
nomoraeT onpefennTb NepenosiHeHne ucnapuTens U BbiABUTb OTKa3 CUCTEMbl «B6/10KMPOBKU» ucnaputens. Heckonbko
aHecTe3n0N0rnyYecknx ra3oB B CMECH Takke MOXeT BO3HMKaTb Npu NpejHaMepeHHO CMeHe BellecTB BO BpeMs aHecTe-
3un. OnpegeneHo gsa pasHbix TpebosaHna K YC/IOBUAM CPABATbIBAHUA CUTHANN3ALUNN. YCNTOBUA CPABA-
TbIBAHWA CUTHANN3ALNN HN3KOTO NMPUOPUTETA Heobxogmmbl and RGM ¢ aBToMaThyeckum onpegeneHmem
0T/ e/bHbIX rasloreHMpoBaHHbIX BeLecTB B CMECH ra3oB, cogepxatleli 6os1ee ofHOro raslorBHMPOBAHHOTO BELLLECTBA, Mpu
ycnosuu, 4to obuwas MAK meHblue 3. 115 RGM. koTopble He MOryT aBToMaTU4eckn onpeaennTb ypoBeHb rasa oTAeNbHbIX
rasoreHNpPoBaHHbIX BELLECTB, HO MOTYT ONpeAennTb Hannuume cMecu, Heob6xoamMmo, 4Tobbl YC/IOBUA CPABATBIBAHUA
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CUTHANU3ALUW umenu no kpaiiveii mepe CPEAHVY MPUOPUTET. laHHble Tpe60BaHNs NO3BONSAIOT BbINOMHUTL 3a-
MeHy aHecTe3upyoLiero selecTsa 6e3 JopMypoBaHNA MellatLlero curHana curHanmsawmm.

3HauveHna MAK onpegensawTca Kak 3HavyeHus, nepeuncrneHHole U3TOTOBUTEJIEM Ha BKnafbllle B ynakoBke
NlekapcTBEHHOro npenaparta (4158 3[0pOBbIX B3POC/bIX), 3ajaBaeMble U nepecmartpusaemoie US FDA. unu ¢ nomo-
Wbl N106bIX anroputmMos, kotopble N3FOTOBUTE/Ib pewut ncnonb3osate. MAK MoxeT 6biTb MCNONb30BaHa 415
3(hheKTUBHOTO CpaBHEHMUS rasoreHNpoBaHHbIX aHeCTe3NpyoLW X BeWwecTB 1 4N No6biX NOJ06HbIX BELWEeCTB, KoTopble
noseATcA B byayuweMm. PeanbHoe 3HavyeHne MAK fnA KOHKPETHOro nua 3aBUCuT OT BO3pacTa, 3[40P0BbA U Apyrux dak-
TopoB. O6s3aTenibHas KOppekunus ¢ y4eToM BO3pacta C/AUWKOM Obl OrpaHnymMBana KOHCTPYKLMUIO, OCOGEHHO AN aHe-
CTe3nonornyecknx pabounmx cTaHuuii, AOCTABAAWMUX TONbKO OAHO ranoreHnpoBaHHOE aHecTesnpyloliee BelecTBo.
Komutet onpegenun, 4to yposeHb 3 MAK fABnsetcs pasyMHbIM YPOBHEM, [JOCTMXEHUE KOTOPOro rasioreHMpoBaHHbIM
aHecTe3npylLwWw M BeWweCcTBOM ABASAETCA N0 YMOMYaHUIO BEPXHUM Npefenom cpabaTbiBaHUs curHanusaunu gnsa 6onb-
wuHctea RGM.

Moapasgen 208.6.5.1 O6wume TpeboBaHusa

Cmech BjbIxaeMblX ra3os Cc cofiepXxaHnem kucnopoga meHee 18 % ABNsAeTCA rMNOKCUYHON 1, cnefoBaTesibHO, onac-
HOW. XOTA BCTpeyalTcs pejkue cryvau, Korga nofgobHas cmechb sBAsSeTcs Heob6XO4MMONA, paspelleHne yCTaHOBMeHus
NMPEABAPUTE/IbHbIX HACTPOEK CUTHANMN3ALIMN HuxXe AaHHOro YPOBHA ABMAETCA KMHUYECKU He6e30MnacHbIM.
CUNCTEMA CUTHANTN3ALINWN, no3sonsioliaa BbICTaBUTb Takne HU3KMe npeaBaputesibHble HacTPOVKW, [I0KeT NpuBecTyn
K Tomy, 4To OTMTEPATOP MOXeT He 06paTuTb BHUMaHWe Ha npeaynpexjeHue o TOM. 4yTo ByjeT ocywecTsieHa nojada
rMNOKCUYHOM CMecK rasos.

Moapaspen 208.6.6.2.101 lononHuTenbHble TpeboBaHua Kk perynupyemsiMm NMPEAE/IAM CPABATbBIBAHUA CUT -
HANN3ALNN

ONMEPATOP HyxpgaeTcs B BO3MOXHOCTU ycTaHoBku MPELE/TOB CPABATBIBAHUA CUTHANWN3ALMW, cooTBeT-
CTBYIOLUMNX KOHKPETHbIM KTIMHUYECKM NpoLeAypaM, KOTopble TpebyloT onpeaenerHbix KoHueHTpauuin FTA3A. Ans npegoT-
BpaLlleHuns cayyaitHoi perynmpoBku AaHHblx HacTpoek oT ONMEPATOPA TpebyloTcs LieneHanpaB/ieHHble AeACTBUSA.

B pegkmx cnyyasx onpegeneHHble KIMHUYeckne npoueaypbl MOryT TpeboBaTb BAbIXaeMol ra3oBoii CMecu ¢ coaep-
XaHueMm kucnopofa MmeHee 18 %. yto NpmMBOAMT K TOMY, 4TO ONMEPATOPY He06X041MMO UMETb BO3MOXHOCTb YCTAHOBUTb
cooteetcTByowmne NMPEAENBI CPABATBIBAHUA CUTHANN3ALUWW gna npefoTBpalleHnss OTCYyTCTBUS KOHTPONA 3a
NALUVEHTOM. ina npefoTBpalleHus cnyyaiiHoro Bbi6opa nofo6HbIX, B APYroM C/lydae onacHbIX, HACTPOeK ANns ycTa-
HoBnenna NMPEAENA CPABATbIBAHNA CUTHANN3ALWW ana sabixaemoro kucnopoga Huxe 18 % ot ONEPATOPA
TpebyloTCs AONONHNUTENbHbIE LeNleHanpasieHHble JeAcTBUS.

Moppaspen 208.6.8.5.101 jononHWTeNbHble Tpeb6OBaHUS K cOCTOSHUAM AeakTusauun CUTHANTN3ALIMN, oTob6pa-
XEHWI0 N BO3AeliCTBNI0

WHTepBas, paBHblii 2 MUH., NpeCTaBAseT co6oil MakcuManbHblii nHTepsan NMPUOCTAHOBKW 3BYKOBOW CUT-
HANTU3ALMN. BO3MOXHbIN 6€3 NpegHamMepeHHoro BMewartensctsa OTBETCTBEHHOW OPTAHU3ALMN unu ONEPA-
TOPA.
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Mpunoxexne BB
(cnpaBoy4HOE)

AcnekTbl oKpyXatlLen cpegbl

OTBETCTBEHHbIE 3a NPOEKTUPOBaHNE 1 pa3paboTKy NPOAYKTOB, K KOTOPbIM MPUMEHUM HACTOALLMIA CTaHAAPT, AO/MKHbI
yunTbiBaTb BAVSHME MPOAYKTA Ha OKpYXalollytlo cpedy B TeUeHMe BCEero ero Xu3HeHHOro uukna. BosgeiicTBue Ha okpyxa-
IOLWYI0 cpefy CO CTOPOHbI RGM, BbINOMHAOLWMX aHaIN3 AblXaTe lbHblX ra3oB, 06bI4YHO OrpaHMYeHOo cAeyoLWMMmn Caydyasmu:

a) BAMSHME HA MeCTHYI0 OKpyxalllyo cpeay npu HOPMATbHOWM 3KCMNYATALUN:

b) yTunusauma 3arpsisHeHHbIX 06pasL0B rasa u 61M01I0rMYeCcKUX XUAKOCTER BO BpeMS HOPMAJIbHOW 3KCMNYy-
ATALNN,

C) MCMO/b30BaHME, YNCTKA M yTUM3aLUSA PACXOAHBIX MATEPUAOB BO BpeMs ncnbitaHnii ¥ HOPMAJIbHOW 9KC-
NAYATALNN:

d) yTunmsauus B KOHLLE XXU3HEHHOTO LunKna.

[lna ocBelleHnsa BaXHOCTU CHUXKEHNS HArpy3ku Ha OKpyXatoLlyto cpefly B HacToslweM cTaHgapTe npusefeHbl Tpe-
60BaHUst LN pekoMeHAaLnn, NpefHasHayeHHble 418 CHUXKEHNSA BO3[eACTBMA Ha OKPYXaloLLyto cpejy, BbI3BaHHOT0 3TUMU
acnekramu BO BPeMs pas/iMyHbIX 3Tan0B XW3HEHHOro uukna RGM.

B Tabnuue BB.1 npuBeAeHa cxema CBA3U XU3HEHHOTO Lnkna RGM c acnektamu okpyxatoLei cpeabl.

Ta6nuya BB.1 — AcnekTbl OKpyxawoLieii cpegpl, 3aTpoHyTble B pa3jenax HacTosLero ctaHaapTa

YKU3HEHHbIN LKA n3aems

Mpowu3soacTso

Pacnpepenexve Koet, cpoka
A . 1 nNpeABapuTenisHoe (BOuas yNakoBKy) 3kennyaraums CITyKBbI
CMeKTbI OKpyXXatoLLeli cpefpbl npov3BOACTBO Cragus B Cragua C Cramta O
(BXOAHbIE 1 BbIXOAHbIE) Cragus A
PaccmotpeHo PaccmotpeHo PaccmotpeHo Paccmotpeno
B pasgene/ a pasgene/ B pasgene/ a pasgerne.’
nogpasgene nogpasgene rogpasgene nogpasgene
1 Vcnonb3oBaHue pecypcos 209 209 230197 209
2 TMoTpebneHne aHepruu 209 209 23%‘31 209
201.7.9.2.15.101
201.9
201.10
201.11
3  Bbibpockl B BO3AyxX 209 209 201.15 209
202
208
209
4 BbIbpockl B BOAY 209 209 2236;'1 209
201.11
201.15 201.7
5 Mycop 209 201.7.2.17.101 201.7 201.7.2.101
209 201.7.2.101 209
209
201.9
6 Llym 209 209 208 209
209
201.9
201.11
MepemelyeHne BpeHbIX 201.15
7 BellecTs 209 209 201.7 209
201.7.2.101
209
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OkoHuaHve Tabnuuybl BB.1

MpounssoacTeo
1 npeasapuTensHoe
AcnekTbl OKpyXxatoLeli cpepl NPOV3BOACTBO
(BXOAHbIE 1 BbIXOAHBIE) Cragus A
PaccmoTpeHo
B pasgeno/
nogpaspgene
8  BrMsHMe Ha nousy 209
Pucku ons okpyxatouiei
g CPeAbl, cBAsakHble ¢ aBa- 209

pmeﬁ nnn HenpasU/ibHbIM
NCnosib3oBaHnem

38

YKV3HEHHbIN LWKN usaenvsi

Pacnpegenenve
(BK/TIOYAS YMAKOBKY) akg:nye;;aém
Cragus B A
PaccmoTpeHo PaccmoTpeHo
B pasaene/ a pasgene/
nogpasgene nogpasgaene
209 209
201.9
201.11
201.15
209 201.7.2.101
208
209

KoHe, cpoka
CYXObl
Cragua D

PaccmoTpeHo
B pasaene/
nogpasgene

201.7.2.101
209

209
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MpunoxexHne CC
(cnpaBoy4HOE)

McnbiTaTenbHble (3TafIOHHbIE) CMECU ra3oB AN15 Kanu6poBKu

N3rOTOBUTE/Ib mMoXeT nokynaTb WKW FOTOBUTb KannbpoBaHHble (3TaNOHHbIE) rasbl, UCNOMb3yeMble AN Kanu-
6poBkn RGM B COOTBETCTBMM C HACTOALLMM CTaHAAPTOM.

MoaroToBka M aHann3 KanMBGPOBOYHbLIX CMeceli rasoB C UCMNO/Ib30BAHNEM 06bEMHbIX METOA0B NOAPOGHO OMUCaHbI
B Apyrux ctangaptax [1), [2]. (3), [15].

MeToabl co3faHnsa kanmbpoBOYHbIX CMecei ra3oB € UCNONb30BaHMEM pedpakToMeTpun Nogpo6HO onucaHbl B ony-
6/11MKOBaHHbIX MCTOYHMKax [34], [35], [38] n cBeaeHbl B Tabnuuy 201.CC.1.

Tabnunuya CC.1 — Csofka koadhununeHToB Ana pedpakuum

Mpenomnstowas CMoCOGHOCTb BellecTBa

[(ta-1) 10enpn 0'C. 1013 m6ap. 633 Hu) Bupuanbubiv ko3hduumeHT, n,'Monb

BeuectBo
a.b) o npn 20 'Onpu 25’ Ca>b> npu 23 "Cc>
ranoTaH 1608,3 1603,2 -1.279/-1.228 -2.00
SudbniopaH 1553,2 1540.4 -1,625/-1.504 -1.93
W3odniopaH 1550.4 1563,3 -1,559/-1.473 -1.84
CeeodriropaH 1543,7 1538,3 -2.169/-2.020 -2.53
LecdniopaH 1235,3 1211.7 —1,2317-1.166 -1.11

a| B cooTBeTCTBMU C CCbINKOW [34].
bl B cooTBEeTCTBMM C CCbINKOM [35].
c! B cooTBeTCTBUM C CCbINKOW [38].
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Mpunoxexne DD
(cnpaBouHOE)

CCbIIKN HA OCHOBHbIE NMPUHLUMbI

HacTosilwunii cTaHaapT NOArOTOBAEH A5 NOAAEPXKKU OCHOBHbIX NPUHLMNOB 6€30MaCHOCTU U (DYHKUMOHANbHbIX Xa-
PaKTEPUCTK MOHUTOPOB AblXaTenbHbixX raszos Kak MeAWLUHCKUX n3genuii B cootBeTcTBun ¢ MCO/TP 16142. HacTosAwuii
cTaHfapT npegHasHavyeH ANs NPYUMEHEHUA B LeNAX OLEHKN COOTBETCTBUSA.

CooTBeTCTBME HACTOsALWEeMYy CTaHAapTy npeacTaBnseT 04MH U3 CNOCO60B AEMOHCTPaL MU COOTBETCTBYA cneyuanb-
HbIM OCHOBHbIM MPUHLUMNAaM, NpuBefeHHbIM B npunoxeHun A VICO/TP 16142. Bo3MOXHbl Apyrve cnocobbl. B 1a6nu-
ue DD.1 npuBefeHa cxema COOTBETCTBUA pa3fenos M noApasfesioB HacToALWEro YacTHOro cTaHAapTa OCHOBHbIM MPUH-

uunam NCO/TP 16142.

Ta6nunya DD.1 — CooTBeTCTBUE MeXAy HACTOALMM CTaHAAPTOM VM OCHOBHbIMUW MPUHLMNAMMN

OCHOBHOIA MPUHLYAN

1,2.3
2
3

7.1
7.2
7.3
7.4
7.5
7.6
8.1.8.1.1.8.1.2
8.2
8.3

8.4

8.5
8.6

9.1

9.2
9.3
101

10.2

40

CoOTBETCTBYIOLLMIA pasaen. noapasaen
HacToALLEero craHaapTa

Bce

201.4.101.201.7.2. 201.101.1.208
201.4.201.4.102. 201.101.1
201.11.8.101.201.15.3.5.101. 201.101.1

201.15.3.5.101.201.101.1

201.4. 201.4.102. 201.4.1032. 201.7.9.2.

201.12.1. 201.12.4. 201.101.1,208
201.11,201.101.1

20111

201.11

201.11.201.11.6.4
201.11.6.5.101.201.101.1

201.11

201.7.2.17.101.201.101.1

201.11

201.11
201.7.2.17.101

KommeHTapum

201.11.

He npumeHsieTcs

[laHHblli OCHOBHOW MNpUHLMN
HE PacCMOTPEH B HACTOSALLEM
cTaHgapTe

201.4.10.2.101.201.7.2.201.7.2.4.101.201.7.2.13.101.

201.7.2.17.101.
201.101.2.201.102.208

201.15.3.5.101.201.101.1.202

201.11

201.12.1.201.12.4.101. 201.4.102. 201.101.1

201.12.4.101.201.4.102. 201.102. 206. 208

201.7.2.101. 201.12.4.101. 201.101.1.
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OkoH4aHue Tabnumuybl DD. 1

CooTBETCTBYIOLLMIA pa3acn/noapasaen

OCHOBHOVA NpUHLMN HACTOSWLErO CTaHAAPTA KommeHTapum
10.3 201.7.4.3
111 201.101.1
11.21 201.9.201.10
11.2.2 201.10. 201.101.1
11.3 202
11.4 201.7.9.2.1.101 ¢)
11.5.1. 11.5.2. 11.5.3 — He npumeHsietca Kk RGM
121 201.14
12.2 201.11.8.101.208
12.3 201.11.8.101.208
124 201.7.2.101,201.12.4.101,208
12.5 201.101.1.202
12.6 201.8. 201.101.1
12.7.1 201.15.3.5.101.201.101.1
12.7.2. 12.7.3 201.9
12.7.4 201.8. 201.15
12.7.5 201.11,201.101.1
12.8.1 — He npumeHsaetcsa kK RGM
12.8.2 201.11
12.8.3 201.7. 206
131 201.7.2. 201.101.2

41



FOCT P NCO 80601-2-55—2015

Mpunoxenvne OA
(cnpaBouHOE)

CBeAeHNs 0 COOTBETCTBUM CChINTOUYHBLIX MEXAYHAPOAHbIX CTaHAapPTOB
HauuoHanbHbIM CcTaHAapTam Poccuiickoii ®egepaunmu

Ta6nunuya [JAA.1

O603HaueHVe CCbUI04HOT0 CreneHb O603Ha4eHVe 1 HaMMeHoBaHVe COOTBETCTBYHOLLEro
bleXaAyHapoAHOro CraHaapTa COOTBETCTBUA HalUMOHa/IbHOK CTaHOapTa

M3K 60601-1-2:2007 —
M3K 60601-1-6:2010 _ *
M3K 60601-1-8:2006 _
CO 7000:2004 _
1CO 7010:2011 _
NCO 14937 _
NCO 15223-1 _
NCO 17664 _ t
CO 80369-1:2010 _
MCO/M3K 80601-2-13:2011 —
M3K 60068-2-27:2008 _
M3K 60068-2-64:2008 —

M3K 60601-1-9:2007 —

= = = = =

M3K 60601-1-10:2007 —
M3K 60601-1-11:2010 — t

' COOTBETCTBYIOLMIA HALMOHANbHbIA CTaHAAPT OTCYTCTBYET. [0 ero YyTBEpXAEHUSI PEKOMEHAYeTCcsi UCMO/b30-
BaTb NePeBOJ Ha PYCCKMii A3bIK LAHHOTO MeXAYyHapOo4HOro cTaHgapTa. MNepesos 4aHHOTO MeXAyHapoAHOro craHgapra
HaxoguTcsi B ®efepasibHOM MHGOPMaLMOHHOM (HOHAE TEXHUYECKUX PerfiaMeHTOB U CTaH4apTOB.
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